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REPORTS 


TO THE READER 





About the Authors 


The story of how the men who com- 
prise “the eyes and ears of the Food 
and Drug Administration” are organized 
and how they operate is reported in 
this issue by Kenneth E. Monfore in 
his article “The Field Service.” 

Mr. Monfore knows whereof he speaks, 
having become a federal food and drug 
inspector in 1929, shortly after his 
graduation from the College of Em- 
poria, Kansas, where he majored in 
chemistry and mathematics. 

Serving first in Denver, then in 
Seattle, Mr. Monfore has been chief of 
the Seattle District since January, 1944, 
except for a nine-month period of serv- 
ice in Washington in the Division of 
Regulatory Management in 1948-1949. 

Does the Federal Food, Drug, and 
Cosmetic Act need a new-chemical 
section? Vincent A, Kleinfeld thinks 
so, and he tells why in his article 
which was read to the April meeting of 
the Food Industries Advisory Com- 
mittee of the Nutrition Foundation, 
Inc., at Skytop, Pennsylvania. Mr. 
Kleinfeld is Chief Counsel to the Select 
Committee to Investigate the Use of 
Chemicals in Food Products, House 
of Representatives. He is a member 
of the staff of the General Regulations 
Unit, Criminal Division, United States 
Department of Justice. 

An attorney in the Office of the Gen- 
eral Counsel in the Federal Security 
Agency’s Food and Drug Division, 
Miss Selma M. Levine writes for the 
JouRNAL on a*subject of some current 
interest—restitution. In “Restitution—A 


New Enforcement Sanction,” she argues 
strongly for this form of relief—already 
well established in rent and price con- 
trol and fair labor standards cases—in 
food and drug cases. 

Miss Levine, a graduate of Wellesley 
College and the Yale Law School, has 
written previously for this magazine. 
In June of 1949 when we were still 
the Foop Druc CosMETIC QUARTERLY, an 
article of hers with the title, “The 
Cook Chocolate Case—An Effort to 
Compel -the Initiation of Administrative 
Proceedings,” was published. 

A very recent appointee to full-time 
instructor of law at the New York 
University Law Center is John B. 
Buckley, Jr., author of “Injunction 
Proceedings.” In his discussion, Mr. 
Buckley shows the relationship be- 
tween such proceedings and seizure 
and criminal remedies, emphasizing the 
psychological value of the injunction 
as a “judicial warning.” 

A food law fellow in the New York 
University Food Law Program, 1950- 
1951, Mr. Buckley has spent three and 
a half years of active service in the 
Air Corps. He obtained his A. B. and 
LL.B. from Rutgers University and his 
LL.M. from New York University. 

L. I. Pugsley, author of “Canadian 
Control of Endocrine Products” is Chief 
of the Laboratory Services of the 
Food and Drug Divisions in that coun- 
try’s Department of National Health 
and Welfare. He was graduated from 
Acadia University, Wolfville, Nova 
Scotia, where he majored in chemistry 
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and biology. His postgraduate work 
was taken at McGill University in 
Montreal, where he obtained the M. Sc. 
degree in Agricultural Chemistry and, 
later, his Ph.D. in biochemistry, special- 
izing in endocrinology. 

Mr. Pugsley was once employed as 
a biochemist by the Fisheries Research 
Board of Canada, at which time he 
carried out surveys on the vitamins A 
and D content of the fish of the Pacific 
Coast. In 1939 he joined the pharma- 
cology section of the Laboratory of 
Hygiene in the Canadian Department 
of Pensions and National Health and 
carried out research and control work 
on endocrine products under the Food 
and Drugs Act. 

When the Food and Drug Divisions 
were reorganized in 1947, he was 
placed in charge of the Laboratory 
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Services where he is responsible for the 
research and elaboration of methods of 
control of food and drugs under the 
Food and Drugs Act. 

A report explaining the state of the 
Food Law Institute, Inc., and progress 
made by it since its first annual meet- 
ing on May 23, 1950, is offered by the 
organization’s president, Charles Wes- 
ley Dunn, at page 541. 

Mr. Dunn, who is chairman of the 
Foop Druc Cosmetic Law JOURNAL’S 
Editorial Advisory Board, relates in this 
second annual report, the objectives of 
the institute, the aims of its research 
program and its educational program— 
giving detailed discussion to its New 
York University Law School undertak- 
ing—and lists the organization’s mem- 
bers and officers, 





Meeting of Food and Drug Men 


September Meeting.—This is the ad- 
vance program of the Third Annual 
Meeting of the Division of Food, Drug 
and Cosmetic Law in the Section of 
Corporation, Banking and Business Law 
of the American Bar Association, at 
the Law Center of New York Uni- 
versity on Washington Square in New 
York City, on September 19-20, 1951. 


Morning Session on September 19, 
beginning at 10 o’clock 

Opening remarks by Chairman of Sec- 
tion (5 minutes) Addresses 

Charles W. Crawford, Washington 
(D. C.), United States Commis- 
sioner of Food and Drugs (20 
minutes) 

T. E. Sullivan, Indianapolis, Presi- 
dent of Association of Food and 
Drug Officials of the United 
States (20 minutes) 

Discussion of Decision by United States 
Supreme Court on March 26, 1951, 
in “Jam Standard Case” 

Its legal significance: 

Washington (D. 


H. Thomas 


C.), 


Austern, 


Counsel for National Canners’ 
Association (15 minutes) 

Its industry significance: Charles 
Wesley Dunn, New York City, 
Counsel for Grocery Manufac- 


turers of America, Inc. (15 
minutes) 
Its social significance: Robert W. 


Austin, Visiting Lecturer in 
Business Law at Harvard Grad- 
uate School of Business Ad- 
ministration (15 minutes) 
Floor discussion led by speakers to 
be announced 
Discussion of Uniform State Food, 
Drug and Cosmetic Laws 
Carl R. Miller, Decatur (IIl.), Coun- 
sel for A. E. Staley Manufactur- 
ing Company (15 minutes) 
Committee Reports 
Morning Session on September 20, 
beginning at 10 o’clock 
Discussion of Proposed Food Chemical 


Amendment to Federal Food, Drug, 
and Cosmetic Act 
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Vincent A. Kleinfeld, Washington (D. 
C.), Counsel for House Select 
Committee to Investigate the Use 
of Chemicals in Food Products 
(15 minutes) 

James M. Best, Chicago, Counsel for 
The Quaker Oats Company (15 
minutes) 

Kenneth E. Mulford, Wilmington 
(Del.), General Manager, In- 
dustrial Chemicals Department, 
Atlas Powder Company (15 min- 
utes) 

Discussion of International Uniformity 
in Food, Drug and Cosmetic Law 
between United Kingdom, Canada 
and United States 

William W. Goodrich, Washington 
(D. C.), Principal Attorney for 
United States Food and Drug 
Administration (15 minutes) 

Robert E. Curran, K. C., Ottawa, 
Legal Adviser to Canadian De- 
partment of National Health and 
Welfare (15 minutes) 
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Charles A. Adams, C. B. E., London, 
Director of Food Standards and 
Labelling Division in United 
Kingdom Ministry of Food (15 
minutes) 

Discussion of Major Drug Law Problems 

James F. Hoge, New York City, 
Counsel for Proprietary Associa- 
tion of America (15 minutes) 

Raymond O. Clutter, Indianapolis, 
Attorney for Eli Lilly & Com- 
pany (15 minutes) 

Report on Proposed Uniform Com- 
mercial Code 

Frank T. Dierson, New York City, 

Associate Counsel for American 
Pharmaceutical Manufacturers’ 
Association (10 minutes) 


Luncheon Session on September 20, 
beginning at 1 p. m. 

The Food Law Institute, Inc., will be 
the host at this session. It is in honor 
of Dr. Paul B. Dunbar, formerly United 
States Commissioner of Food and Drugs, 
to recognize his great public service. 





In Congress 


Concern Over Schwegmann.—Al- 
though it is expected that no definite 
action will be taken in this Con- 
gressional session, the Congress has 
been expressing some concern over the 
fair-trade situation. 

Chairman of the Senate Small Busi- 
ness Committee, John Sparkman (D., 
Ala.) has announced a “full investiga- 
tion of the [decision’s] effect on small 
business.” Following assemblage by 
the committee staff of data on the 
effect of the Schwegmann decision, it 
is expected that the committee will 
hold public hearings. Chairman Spark- 
man has indicated the possibility that 
his committee may recommend legis- 
lation to outlaw some of the “more 
vicious” consequences of price wars, in- 
cluding such selling tactics as loss 
leaders. 

The first bill dealing directly with 
fair trade since the decision is H. R. 
4365, introduced by Representative 


Thomas B. Curtis (R., Mo.), which 
would prohibit contracts and agree- 
ments prescribing minimum prices for 
the resale of commodities in trade or 
commerce. According to a spokesman 
for Mr. Curtis, the bill’s purpose is to 
bring out in the open and “clarify by 
discussion” the issues involved in the 
fair-trade decision and the subsequent 
price wars. 

Price maintenance, according to Mr. 
Curtis, leads “a step away” from free 
marketing and is opposed to fair trade 
in principle, but, his spokesman said, 
Mr. Curtis is more interested in clear- 
ing the air than in pushing through a 
bill to eliminate fair trade altogether. 

On June 25 and 29 H. R.’s 4592 and 
4662 were introduced which would 
amend the Sherman Act so as to im- 
munize “contracts or agreements ef- 
fective with respect to persons who are 
not parties to such contracts or agree- 
ments.” Identical bills (H. R. 4592 in- 
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troduced by Representative Norris 
Poulson (R., Calif.) and H. R. 4662 in- 
troduced by Representative Albert P. 
Morano (R., Conn.)), the two would 
amend Section 1 of the act to read as 
follows: 

“Provided, That nothing herein con- 
tained shall render illegal contracts or 
agreements (including contracts or 
agreements effective with respect to 
persons who are not parties to such 
contracts or agreements) prescribing 
minimum prices for the resale of a 
commodity which bears, or the label or 
container of which bears, the trade- 
mark, brand, or name of the producer 
or distributor of such commodity and 
which is in free and open competition 
with commodities of the same general 
class produced or distributed by others, 
when contracts or agreements of that 
description are lawful as applied to 
intrastate transactions, under any 
statute, law, or public policy now or 
hereafter in effect in any State, Ter- 
ritory, or the District of Columbia in 
which ,such resale is to be made, or 
to which the commodity is to be trans- 
ported for such resale, and the making 
of such contracts or agreements shall 
not be an urifair method of competition 
under section 5, as amended and sup- 
plemented, of the Act entitled ‘An Act 
to create a Federal Trade Commission, 
to define its powers and duties, and for 
other purposes’, approved September 
26, 1914.” 

All three bills have been referred to 
the Committee on the Judiciary and 
no action has yet been taken on them. 
Drug Trade News, June 25, 1951. 


Proposed Change in Section 402 (a) 
(3).—Representative Clare E. Hoffman 
(R. Mich.) introduced a bill (H. R. 
4612) on June 26 to amend Section 
402 (a) (3) of the Federal Food, Drug, 
and Cosmetic Act. 

That section, which now declares a 
food to be adulterated “(3) if it con- 
sists in whole or in part of any filthy, 
putrid, or decomposed substance, or if 


it is otherwise unfit for food,” would 


be changed by the bill to read: “(3) if 
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it consists in whole or in part of any 
filthy, putrid, or decomposed substance; 
but in case the substance is not an 
added substance such food shall not 
be considered adulterated under this 
clause if the quantity of such substance 
in such food does not ordinarily render 
it injurious to health.” 

The bill was referred to the Com- 
mittee on Interstate and Foreign Com- 
merce, 

Curb Hormone Cream Sale.—The 
Delaney Committee (House Select 
Committee to Study the Use of Chemicals 
in Food Products) is giving close at- 
tention to a proposal for legislation to 
prohibit the sale of cosmetics contain 
ing estrogens unless prescribed by a 
physician. 

First advanced by Dr. Carl G. Hart- 

Ortho Founda- 
proposal that aill 
including found in 

should be 
prescription. 


man of the Research 
tion, the 
estrogens, 
face used only un 
der a Under 
questioning by the two physician-mem- 
bers on the committee, Representative A. 
L. Miller (R., Nebr.) and Representative 


states 
those 
cream, 
doctor’s 


E. H. Hedrick (D., W. Va.), Dr. 
Hartman said that while no experi- 
ments have yet been conducted on 


humans, those made on animals led 


him to believe estrogens harmful. Speak- 
ing of the use of estrogens in face 
cream, Dr. Hartman said the _ sub- 


stances cause the flesh to fill with 
water, giving it a more plump appear- 
ance. This he said is only a temporary 
condition in which “the skin is improved 
in looks, partly by the swollen and 
stimulated connective 
neath, partly by its ‘female’ texture.” 

Another witness, Dr. A. S. Asdell, 
Professor of Animal Physiology, State 


tissue under- 


College of Agriculture, Ithaca, New 
York, told the committee that while 
he agreed with Dr. Hartman that 


estrogens can be absorbed through the 
skin and should be prescribed by a 
physician, he was “not at all sure” that 
an estrogen in face cream would have 
any effect on complexion—that a mas- 


(Continued on page 555.) 
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The Field Service 


By KENNETH E. MONFORE 


The Organization and Work of the Food and Drug Inspectors Make 
Them the “Eyes and Ears" of the Food and Drug Administration 





HE ORGANIZATION and operation of the entire Food and 
4 Drug Administration was described by Deputy Commissioner 
George P. Larrick in the January, 1951 issue of the JouRNAL. A review 
of the organizational chart with that article reveals a small rectangle 
identified “Field Service” under the Washington Division of Field 
Operations. It is that segment of the Food and Drug Administration 


which will be considered here. 


“The eyes and ears of the Food and Drug Administration” is a 
phrase sometimes used to describe food and drug inspectors or the 
field service generally. Slightly more than 600 of the approximately 
1,000 workers in the Food and Drug Administration are in the field 
service and constitute the manpower of the 16 geographic districts 


into which the nation is divided. 


The 16 district headquarters are located in Boston, New York 
City, Buffalo, Philadelphia, Baltimore, Atlanta, New Orleans, Chicago, 
Cincinnati, St. Louis, Minneapolis, Kansas City, Denver, Los Angeles, 


San Francisco and Seattle. At the present time there are three sub- 


district offices located in Pittsburgh, Pennsylvania; Houston, Texas; 
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and Portland, Oregon. Inspectors operating away from district head- 
quarters are also stationed in 39 other principal cities over the nation 
to distribute more efficiently the work of enforcement. 


Organization of Field Districts 


Each of the field districts is organized along functional lines; 
that is to say, the employees are grouped or classified according to 
their duties within the broad over-all program for the enforcement 
of the Food, Drug, and Cosmetic Act and four other federal laws. 
Although the number of employees per district varies, each district 
has administrative, inspection, laboratory or analytical and clerical staffs. 


The staff of each district is responsible for the detection of viola- 
tions of the Food, Drug, and Cosmetic Act within its assigned terri- 
tory. Each district chief with his administrative assistants must direct 
and supervise all the district's work programs, review and transmit 
to headquarters in Washington the results of investigation and analy- 


sis and apply the Administration policies generally. 


Under the immediate supervision of the chief inspector, the broad 
regulatory programs of the Administration are incorporated into dis- 
trict work plans which guide the operations of field inspectors and 
chemists. In general, the day-to-day functions of the inspectors may 
be described as collecting, reporting and submitting facts, informa- 


tion and samples. 


‘Front Line of Defense” 

It is readily apparent that the field inspection staff is the front 
line of defense for consumers. It is also quite obvious that the field 
inspectors make the vast majority of direct contacts between the 
Food and Drug Administration and manufacturers, packers, distributors 
and consumers of foods, drugs, cosmetics and devices. Great care 
is therefore given to the selection of men for the field inspector posi- 
tions. Energetic, public-spirited young men who exhibit the neces- 
sary characteristics of good judgment and personality are selected 
from those who have qualified by passing the United States Civil 
Service examinations. They are men who have graduated from col- 


leges and universities with degrees in chemistry, bacteriology, phar- 


macy, biology, physics or one of the related sciences. 
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The field chemists, or analysts, who man the district or subdistrict 
laboratories analyze a wide variety of samples of foods, drugs, devices 
and cosmetics submitted by the inspection staff. The chief chemist 
directs the laboratory operations by seeing that necessary equipment 
and materials are available, that samples are assigned to the analysts 
and that proper methods of analysis are employed and reports ren- 
dered. Both accuracy and speed of analysis are necessary in order 
that the Food and Drug Administration may institute appropriate 
legal proceedings to protect the health and welfare of consumers. 
Again, much cave is exercised in the selection of well-qualified, ener- 
getic and resourceful chemists from college graduates who have passed 
the civil service examinations. 

Under the supervision of the chief clerk, the district clerical 
staff performs the many and varied duties of preparing, forwarding 
and filing reports of inspectional and analytical work, of administra- 
tive decisions, recommendations and directives. These field employees 
maintain, for prompt location and use, copies of laws, regulations, 
work assignments, administration instructions and policy. They per- 
form the day-to-day bookkeeping and accounting incident to the pur- 
chase of samples and supplies, maintenance of payrolls and the ad- 
ministration of housekeeping matters generally. 


_With this organization of field forces, each district plans its 
operations according to the particular circumstances within the dis- 
trict territory. For example, a district having a large commercial 
fishery industry must plan for inspection of fish canneries, filleting 
and freezing plants, and for the collection of samples of fishery prod- 
ucts for laboratory examination. Another district in a citrus-growing 
area must plan some operations to determine facts regarding frozen 
concentrated citrus juices. 

Thus it is that each district chief with the aid of his staff must 
plan and pursue those operations which will effectively and efficiently 
guard against adulteration and misbranding of foods, drugs, devices 


and cosmetics shipped into or out of the states in his district. How, 
it may be asked, can operations be planned in advance to detect and 
correct an adulteration which may result in a food poisoning out- 
break? Or again, how may operations be programmed to give con- 
sumer protection with respect to a new vitamin pill to be put out by 
a firm not yet in existence? Of course, since future events cannot be 


foreseen, no specific operations can be planned. Nevertheless, the dis- 
trict work plans which guide the daily work of field inspectors and 
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chemists are designed to locate and correct practices which may lead 
to the food poisonings and to the location and investigation of the 


new vitamin firm. 


Let us now consider the full meaning of the phrase mentioned 
earlier. Field inspectors and chemists are truly “the eyes and ears of 
the Food and Drug Administration” because they are in everyday con- 
tact with manufacturers, packers and distributors; with consumers 
and with the products’ of commerce. They watch salmon as it is 
trimmed and cleaned for canning; they observe the sanitary condi- 
tions surrounding the manufacture of chocolate eclairs on a hot day; 
or they probe into a can of cherries with a microscope to see if worms 


are uninvited guests. 


Surveillance Operations 


The gathering of facts about a manufacturer, process or product 
not included in a regular work plan or job assignment is referred to 
as a surveillance operation. This type of operation serves to keep the 
Food and Drug Administration informed as to new problems in both 
the inspectional and analytical fields. This information forms the 
basis for subsequent nationwide regulatory programs by the Washing 
ton Division of Program Research. Each field district therefore plans 
its operations so that both inspectors and chemists will be alert for, 
and will inquire about, any new, unusual or untested foods, drugs, 


devices and cosmetics which they encounter. 


Case History 


About two years ago an inspector working in a small town in 
western Washington observed local newspaper advertising concern 
ing a drug product which was entirely new to him. The advertise- 
ment stated that the product was of great benefit for stomach ailments, 
weak kidneys, rheumatic pains, arthritis and many other human ail- 
ments. His curiosity aroused, the inspector sought out the drugstore 


where the medication was on sale and found similar labeling claims 
on the package. A large stock of the item which had been shipped 
by a firm in the Midwest was sampled by the inspector and shortly 
thereafter was seized on charges that the claims were false and mis- 
leading. At almost the same time, another inspector working in 
Montana observed a display of the same drug. He, too, was alert 
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for new products and likewise obtained a sample. He submitted all 
of the facts concerning the shipment and the sale of the product. 


The collection of these samples led to an investigation of the 
shipper in the Midwest. During this investigation an analyst dis- 
covered that the article contained living mold. Thereafter, a nation- 
wide investigation of the far-flung shipments of this article was inaugurated. 
A large number of shipments adulterated with mold were removed 
from consumer channels through seizure actions. 

The planning for this type of operation involves proper selection 
and training of inspectors and chemists. Soon after their appoint- 
ment they receive detailed instructions in the laws, regulations and 
administrative procedures. In their daily work, either in the field 
or in the laboratory, they are constantly encouraged to use their indi- 
vidual initiative, resourcefulness and inquisitiveness in applying this 
basic knowledge to new processes or products that they encounter. 

Space permits mention here of only a few of the many types of 
operations in the field districts. Law enforcement means bringing 
legal actions when significant violations are encountered. Hence, 
field forces must conduct their operations so that facts are assembled 
and reported to the Commissioner’s staff in Washington for the institu- 
tion of the legal actions as provided by the Act—seizures, injunctions 
and criminal prosecutions. After legal proceedings are instituted by 
United States attorneys in the federal district courts, the field forces 
again plan their operations to assist the attorneys in preparing for, 
and in, actual trial proceedings. Obviously, operations vary according 
to the facts and circumstances in each case. Let us look at the various 
duties performed by members of the field staff in a case which involved 
both seizure and criminal prosecution. 


Filth in Candy Plant 


An inspector working under a regulatory program which called 
for sanitary inspections of candy factories visited a large plant which 
for several years had confined its business to the city in which it was 
located. The inspector identified himself to the management and 
obtained permission to inspect the factory. During the inspection he 
observed much evidence of rodent and insect filth in and around the 
raw material, the manufacturing equipment and the finished product. He 


made copious notes, took photographs of some of the filthy conditions 
and obtained exhibits of some of the filth. These he identified and 
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submitted to his district office with a written report of his entire 
inspection. Before he completed the inspection he pointed out to the 
management the specific insanitary conditions he had observed. He 
also ascertained and reported that shipments of candy were being 
made to dealers in other states. 

The inspector promptly visited freight and steamship docks where 
he located a shipment of several candy items consigned to Alaska. He 
collected representative samples from shipping cases at random, identi- 
fied and sealed the samples and delivered them to the field laboratory. 


A chemist performed microanalytical examinations and found 
rodent and insect filth present. The district chief reviewed both the 
inspector’s report and the analyst’s findings and forwarded them to 
headquarters in Washington, D. C., with his recommendation that the 
consignment be seized. 


At about the same time, the inspector’s report that this manufac- 
turer had shipped candy to two cities in California was sent to the 
field district covering that area. Inspectors were dispatched to investi- 
gate and collect samples. Again the samples were found to contain 
filthy substances. - Reports and seizure recommendations were for- 
warded to the Commissioner’s office in Washington, D.C. The United 
States attorneys in Alaska and in the California district were re- 
quested to file libels and the consignments were attached by the 
United States marshals. 


Procedure under Section 305 


About one month after the first inspection, the field inspector 
returned to the candy factory. Despite the previous warning concern- 
ing insanitary conditions, many of the filthy operations still existed. 
The inspector again advised the management. He prepared and sub- 
mitted his report and exhibits to the district office. After considering 
all of the facts, the district chief issued a notice of hearing to the firm 
and to those individual officers and employees deemed to be responsible 
for the alleged violations. These notices, or citations, were issued 
pursuant to Section 305 of the Food, Drug, and Cosmetic Act, which 
reads: “Before any violation of this Act is reported by the Adminis 
trator to any United States attorney for institution of a criminal pro- 
ceeding, the person against whom such proceeding is contemplated 


shall be given appropriate notice and an opportunity to present his 
views, either orally or in writing, with regard to such contemplated 
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proceeding.” On the date set, officials and legal counsel of the firm 
appeared at the district office, where an informal hearing was held. 
A detailed report of the response was written. Thereafter, all the 
facts were again reviewed by the field district’s administrative staff 
in the light of the response at the hearing. A conclusion that prosecu- 
tion should be instituted was reached and recommend to the Commis- 
sioner’s office in Washington, D. C. 


After review and consideration by the Commissioner’s staff and 
the General Counsel’s office, the case was forwarded to the United 
States attorney with General Counsel’s recommendation that a crimi- 
nal information be filed. When advised that the case had been trans- 
mitted to the United States attorney, the field district again became 
active and prepared a report to the United States attorney, giving 
details concerning testimony which could be presented concerning 
all charges in all counts of the proposed action. The names and ad- 
dresses of all witnesses required to prove the allegations in the informa- 
tion were supplied. The case was filed and subsequently terminated 
on a plea of nolo contendere. The court found the defendant guilty 
as charged and imposed a substantial fine. 


Transformation into ‘‘Model”’ Plant 


sefore the criminal case was terminated, the president of the 
firm had notified the district chief of the various steps he had taken 
to remedy the insanitary conditions at his factory. These included 
closing the plant for a month or more for cleaning and remodeling, 
with the expenditure of several thousands of dollars. Assurance was 
given that unfit raw materials and finished products were destroyed. 
Subsequent inspections revealed an entirely different plant, operating 
under almost model sanitary conditions. 


For each investigation which results in a legal action there are 
a great number of operations by the field forces which do not go to 
the courts but which do bring a vast amount of consumer protection. 
As has been stated repeatedly over the years, the food, drug and cos- 
metic industries generally not only sincerely strive to comply with 
the law, but also institute and support strengthening legislation. It 
is not unusual for the district chief to receive a request from a manu- 
facturer to send inspectors more frequently to his premises to observe 
and point out any needed improvements which may have escaped the 
notice of the firm. 
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Industry and FDA Cooperation 

In their daily operations, inspectors are called upon to advise 
industry as to regulations, standards of identity, quality and fill of 
container for foods, proper control in the manufacture of drugs and 
questions of labeling. When answers are not immediately known, 
such inquiries are forwarded to Washington headquarters. Chemists 
are called upon to give advice concerning laboratory methods and 
techniques in order to assist chemists and technologists in industry. 
The district chief and his staff continually give information to industry 
representatives and to their attorneys concerning pending cases, parti- 
cularly the procedures which are provided in the law or which may 
be followed in closing legal actions. 

A few examples of “educational” field operations which result 
in voluntary improvements or corrections in the public interest may 
be cited. Two years ago, one district dispatched a mobile chemical 
and bacteriological laboratory to investigate sanitary conditions sur- 
rounding the packing of seafood in plants in three states. The mobile 
unit was set up at several points in areas where the packing plants 
were located. Bacteriological inspections and examinations were made 
as to all phases of plant operations. Members of the industry were 
not only advised of insanitary conditions and practices observed in 
their respective premises, but also were given the opportunity to visit 
the mobile laboratory to see how the examinations were made. Most 
of the plant managers stated that they would immediately install better 
equipment and improve their practices. When the mobile laboratory 
revisited these same plants at a later date, their voluntary changes 
were amazing. Careful sanitary inspections were made at each of 
the plants but none was operating under seriously insanitary condi- 
tions, and no legal actions were necessary. 

On another trip, inspectors working with the mobile laboratory 
unit collected samples of innocent-looking fresh cherries soon to be 
canned. Immediate examination showed that the cherries were badly 
infested with worms. The plant management on being so advised 
destroyed several tons and thus prevented filthy canned cherries from 


reaching consumers. 


The field forces must be prepared to investigate any and all disas- 
ters involving food and drug supplies, including food poisonings or 
drug injuries. In flood disasters, for example, federal inspectors work 
with city and state food, drug or health officials to locate contaminated 
stocks in order to prevent their use by the public. 
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Benefits of District Files 
Available to the field members at all times in the district files 
is a vast store of information on opinion and policy of the Adminis 
tration and of technical data and methods supplied by the various 
specialized divisions in Washington. Recently, an inspector received 
a telephone call from a physician in a county hospital. He had a 





patient who had accidentally swallowed an insecticide which was 
identified only by the trade name. This physician needed immediate 
information as to the nature of the product so that he could administer 
proper treatment. From the district files the inspector soon obtained 
a report from Washington headquarters giving information on many 
of the newer insecticides, including the one in question. The physician 
was then supplied with the needed information in a matter of minutes. 


In summation, the field service consists of 16 geographic districts 
staffed with administrative supervisors, inspectors, chemists and cleri 
cal people. The operations of the field staff are directed toward bring 
ing about compliance with the Food, Drug, and Cosmetic Act and 
other federal acts. Many of the operations are educational in nature, 
but others provide for the gathering and reporting of all necessary 
facts to support legal sanctions. In this way, the field districts per 
form their part in the general plan for the uniform enforcement of the 


Food, Drug, and Cosmetic Act. [The End] 





The Author Is Chief of the 
Seattle District of the FDA 

















Does the Act Need 


By VINCENT A. KLEINFELD 


Chief Counsel 
House Select Committee to Investigate 
the Use of Chemicals in Food Products 





» yon DELANEY COMMITTEE, investigating the effect of the 
use of chemicals in foods, has heard considerable testimony, both 
pro and con, with respect to whether a section should be enacted pro- 
viding generally that before an additive is permitted in the food supply 
of the nation, evidence as to its freedom from both acute and chronic 
toxicity should first be submitted to the Food and Drug Administra- 
tion. This addition to the law would be generally similar to the 
new-drug section of the Act. Further hearings are being held, and 
an attempt is being made to obtain the views and opinions, divergent 
though they may be, of those who are best qualified to possess them. 


At these hearings, as in the case of any hearings dealing with 
a proposal to enact regulatory legislation, there is always an interesting 
cross-play of sentiment. Frequently, there is present an industrial 
group which favors, to a substantial extent, the remedial legislation, 
both because it believes that considerations of the public health and 
welfare require it and also because it is of the opinion that, from a 
long-range viewpoint, increased confidence by the public in the safety 
and integrity of its wares will inevitably lead to their greater con- 


sumption. 


Group Idiosyncrasies 
There is a group which I have described in the past as a “yes-but” 
element, which ostensibly is in favor of legislation designed to protect 
the public, but invariably seeks to geld it by a process of attrition 
and by offering numerous amendments and substitute bills. For 
example, an official of one group, in testifying before a Congressional 


committee at the hearings held in connection with the present Federal 
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Those Who Most Violently Opposed ihe Enactment of the 
Act Itself Found It a Help, Not a Hindrance. Perhaps the 
Enemies of the New-Drug Section Would Find the Same... 


a New-Drug Section? 


Food, Drug, and Cosmetic Act, declared that his organization had 
“reached the definite conclusion that the proposed legislation, in its 
general purposes as well as in perhaps most of its specific provisions, 
should be adopted as a measure for the better protection of the public 
health,” and then submitted over forty amendments. Then, of course, 


there is a small element which goes berserk at the thought of any 


additional regulation at all by the bureaucrats. 


Adulteration and History 

In this connection, it is interesting to reflect on the fact that the 
attempts of organized society to prevent the adulteration and poison- 
ing of food date back to ancient times, indeed. The purveying of 
adulterated and poisonous products by a misguided and avaricious few 
has been practiced virtually from the commencement of recorded time. 
“There is death in the pot!” was cried to Elisha to warn him that the 
herbs of which the pottage had been made were poisonous. 

It was the development of cities which caused the artisan’s shop, 
rather than the home, to become the primary source of manufactured 
goods. As bread baking and the production of wine and beer and 
other foods became recognized trades, the government, and various 
monopolistic guilds which were soon established, began of necessity 
to regulate them. In the colonial days of this country, it was an un- 
usual household which did not raise enough food to be self-sufficient. 
The ending of the Indian wars, the tremendous growth of the popula- 
tion, the rapid increase of our industrial system and the development 
of heavily populated urban areas, however, soon changed this beyond 


recognition. 





Mr. Kleinfeld being ill, this article was read by his secretary 
at a meeting of the Food Industries Advisory Committee of the 
Nutrition Foundation, Inc., at Skytop, Pennsylvania on April 26. 
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Apparent Need for Chemicals 

\t this stage of our civilization, therefore, it is clear that there 
is an imperative need for the use of insecticides and other chemicals 
in connection with our food supply. We might just as well decide 
to abandon our modern methods of farming and return to the pastoral 
age in order to avoid soil erosion, as to insist, for example, that no 
chemicals whatever should be employed for pest control or fertilization. 
It seems apparent that the use of pesticides and chemical fertilizers 
has been a tremendous factor in the production of the enormous 
quantities of food which our growing population requires. It is un- 
doubtedly true, also, that the employment of various chemical addi- 
tives in the processing of foods has frequently served a valuable 


purpose insofar as the consumer is concerned. 


Dangers from Usage 

It is equally true, though, that definite and important problems 
have arisen as the use of chemicals in foods has increased. Thus, 
there has been considerable testimony, from persons highly qualified 
to furnish opinions, that a definite health hazard may be created by 
the ingestion, over long periods of time, of many substances which 
may not present any acute danger when consumed in the quantities 
in which they are employed. Testimony before the committee will 
reveal that insecticidal spray contamination is occurring not only in 
our fruits and vegetables but also in such staples as milk and meat. 
In addition, the employment of certain additives may have the effect 
both of concealing inferiority in the food products in which they 
are utilized and acting as substitutes for wholesome, important food 
substances which a number of qualified nutritionists believe should 
not be replaced by synthetic products whose value is at best unknown. 

Another problem, to which we may not have paid as much atten 
tion as it deserves, is the possible serious effects of the injudicious 
use of insecticides. If an insecticide upsets the natural balance be- 
tween those insects we wish to destroy and those we seek to preserve, 
it may do more harm than good. It appears to be true that, notwith- 
standing the intensive use of spray chemicals, insect problems have 
intensified during the last twenty or thirty years. For all we know, 
this may be partially due to the indiscriminate employment of chemi- 
cals which may have upset the balance of nature. It may be that we 
have not paid as much attention as we should to the ecology of insects 


to their relationships both with their physical environment and with 
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other insects. An insecticide which may control most effectively a 
particular insect may increase considerably the survival potential of 
other insects that originally did not constitute an economic problem. 


Killing the Enemies’ Enemies 

Sulphur is excellent in the control of the red spider. However, 
it also destroys other pests, some of which may be natural enemies of 
the red spider. Consequently, under such circumstances, it may be 
necessary to employ more and more spray as a substitute for the 
natural enemies of the spider which were destroyed by the spray in 
the first place. 

When DDT is applied to apple trees to control the codling moth, 
it apparently kills many of the natural predators of other pests so 
that the latter increase and we have exchanged one pest for another. 
This, of course, leads to a tremendous increase in the use and sale of 
chemicals, and to that extent it may be beneficial from the manufac 
turers viewpoint. The farmer and the scientist are the ones with a 
real concern with the results of such a process. It seems reasonably 
clear, from this, that while it is important to study and employ methods 
of biological control of our insect enemies, it is also well to study 
and employ means of control which take into consideration other 
natural factors which may hit at these enemies without upsetting the 
natural balance between harmful insects and their predators. 


There is no question but that even if these methods are utilized, 
it is.still essential to our agricultural economy, and from the viewpoint 
of the consumer, that chemical insecticides be employed. The natural 
development in this field would appear to be to choose those chemical 
sprays which destroy the insects we wish to rid ourselves of and not 
those insects which assist us in this process by nature. This is a 
problem which biologists and entomologists are viewing with real and 
increasing concern, and one which must eventually be met by a com- 
bination of determined and long-range planning on the part of scientists 
and government, and farmer and insecticide manufacturing interests. 


Dispute Means, Not Ends 
I have adverted to the various cross-pulls which are encountered 
whenever remedial legislation is being considered. At this stage of 
the game, I do not believe anybody would seriously contend that it 


is paternalistic or bureaucratic for a government to insist that no 
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substance may be added to a food which will or may result in harm 
either to our health or economy. It is refreshing to realize, from a 
study of the hearings of the committee which have so far been held, 
that there is no substantial disagreement by either government or 
industry representatives with respect to the objective of seeing to it 
that injury will not result from the use of untried substances. If 
there is any quarrel, it is only with respect to the method of attaining 
that objective. 

It is entirely clear that the food industry, as well as the chemical 
industry, wants to make quite certain that products consumed by the 
American population do not convey with them the slightest element 
of danger. Various representatives of industry have testified that, in 
their opinions, no substance should be permitted in a food until its 
freedom from possible harmful effects has been demonstrated to the 
satisfaction of the Food and Drug Administration. Some have urged, 
in addition, the utilization of the services of a scientific board or body 
which would be established for the purpose of furnishing technical 
and scientific advice to the Food and Drug Administration. The testi- 
mony, for example, of scientists such as Dr. Andrew C. Ivy, vice presi 
dent, University of Illinois, Dr. Roy C. Newton, vice president in 
charge of research, Swift & Company, and Dr. Anton J. Carlson, pro- 
fessor emeritus, University of Chicago Medical School, has been most 
helpful. And the committee has been gratified by forthright testimony, 
such as that furnished by Charles Wesley Dunn, General Counsel for 
the Grocery Manufacturers of America. 

Others feel, and perfectly honestly, that existing law is adequate, 
and that the possibility of harm is so remote that no useful purpose 
would be served by requiring a pretesting procedure. Put even this 
last group has revealed a firm belief in the proposition that there 
should be adequate testing before a new substance is permitted entry 
into the food supply, and has indicated a willingness at least to enter 
into a dispassionate discussion for the purpose of determining whether 
there is a solution to what is undoubtedly an important problem. In 
other words, very few are assuming an ostrich-like attitude. On the 
contrary, industry realizes that a problem exists. 


Industry Comments 
Recently, at the forty-fourth Annual Convention of the National 
Canners Association, C. A. Greenleaf, of the Washington Research 


Laboratory of the association, said, “T think most of us in the food 
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industry recognize that whether or not this responsibility [for deter- 
mining whether a substance to be used in production of food or added 
as an ingredient is really safe from the consumer’s standpoint] is fixed 
by law, it exists in fact. However, there may well be room for diver- 
gent opinions as to who should undertake the job.” 

Isaac Fogg, president of the Atlas Powder Company, in a recent 
address, was realistic enough to point out that, “Today, we stand at 
an important cross-roads. It [the food-chemical problem] has gained 
widespread public attention and drawn the very active interest of 
Congress and Federal regulatory agencies. Whatever the reason for 
the great interest, it is obvious that growing concern about chemicals 
in foods poses a problem which affects all of us and merits our deepest 
consideration.” 

No matter what any of us may personally think, therefore, one 
thing is quite certain, and that is the existence of a growing concern 

not only in the lay population and in governmental circles, but also 
among many competent and disinterested scientists and scientific groups— 
in the problems presented by the rapidly increasing employment of 
synthetics in and on our food products. 

A fine statement of the wholesome attitude with which the whole 
problem is faced by industry was enunciated in the same address by 
Mr. Fogg, when he said: 

Any tendency on the part of food companies to treat a substance as having 
no place in food merely because it is produced by a chemical company should 
be discarded. Likewise, chemical producers should realize that they assume new 
responsibilities when their products get into the food supply. In each case, 
industry thinking must be directed to the greater public good, which can only 
be achieved by active mutual cooperation. . . . Where chemical additives are 
involved, it is inevitable that a comparison will be made between a food with 
and a food without the additive. Therefore, it is essential that the chemical 
and food industry cooperate to establish that the additive has a proper and 
useful function—and is not being used to make the food appear better or of 
greater value that it really is. 


Benefits to Industry 
I believe that this salutary position, which has been taken by 
the greater segments of the food and chemical industries, results from 
the fixed honest viewpoint that no possible danger must be encountered 
in our food supply. In addition, I think it is also realized that such 
a policy, by engendering real confidence in the integrity of our foods 


and in those who participate in their manufacture or processing, must 


inevitably result in a constantly increasing volume of business. The 
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reaching of a solution to the problems presently under consideration 


by the Delaney Committee (and ultimately there must be some solu- 


tion) will result in a benefit not only to the public but to the chemical 


and food industries as well. 


of the existing 


dise. 


or on our food products. 





Many of the persons who opposed most violently the enactment 
5 PI ; 


‘ederal Food, Drug, and Cosmetic Act have learned 


that the passage of that law not only did not hurt them, but helped 


to increase their sales by encouraging the public’s belief that no 


dangers were present in the food it was consuming and by rendering 
life much more difficult for the marginal few in the food industry who 


competed unfairly by distributing debased and misbranded merchan 
It is not a remote possibility that there may be a similar develop 


ment in the event legislation is enacted requiring generally that there 


be pretesting as to safety before a chemical additive is permitted in 


Aid to Surgeons OS aE 


A new drug called Mytolon, which makes deep anesthesia 
unnecessary when muscles must be relaxed in the course of surgery, 
has been developed and found clinically useful in surgical 


operations. 


Mytolon has been proved more potent and safer than natural 
curare, the paralyzing and deadly arrow poison of the Amazon 
Indians which has been used in diluted and modified form for 


such purposes. 


Development of Mytolon through three years of intensive 
experimental and clinical investigation was disclosed recently 
by Dr. James O. Hoppe, pharmacologist at the Sterling-Winthrop 
Research Institute, Rensselaer, New York. 


Most significant advantages of the new synthetic drug over 
the natural curare alkaloid compound, known as d-Tubocurarine, 
Dr. Hoppe said, are that Mytolon does not produce such side 
effects as paralysis of the autonomic ganglia, bronchial spasms, 
histamine release, depressing effect on the heart, and falling blood 
pressure or shock, sometimes fatal. The autonomic ganglia 


control all the vital body functions and protective reflexes. 





[The End] 
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—A NEW ENFORCEMENT SANCTION 


By SELMA M. LEVINE 


“Realizing 


That He May Be Forced to Return What He Has Illegally 


Obtained, a Distributor Is Likely to Be More Reserved In His Claims,"’ States 
This Attorney of the General Counsel's Food and Drug Division. 


. HE EXPLOSIVE REACTION ? provoked by the prayer for res- 


titution in the statutory injunction suit against Mytinger & 


Casselberry, Inc.,*? was a typical incident in the two years of unusual 


litigation between the firm and the government.* 


The dramatic effect was heightened by the fact that never before 


had such relief been sought in a suit for infunction under the Federal 


Food, Drug, and Cosmetic Act. 


Certainly the concern over the 


prayer, which was general, may be ascribed in part to the novelty 





‘It was branded by counsel for the 
defendant as a “cheap publicity stunt.”’ 


2?CCH FOOD DRUG COSMETIC LAW 
REPORTS { 7203, Civil Action No. 10344- 
BH. United States District Court for the 
Southern District of California, Central 
Division. Amended complaint filed October 
20, 1950. 

‘'Mytinger & Casselberry, Inc. sued in 
December, 1948, in the District Court of 
the District of Columbia for an injunction 
to prevent officjals of the Food and Drug 
Administration (1) from prosecuting ten 
seizure actions then pending against the 
article Nutrilite for false and misleading 
labeling contained in a booklet entitled 
How to Get Well and Stay Well and (2) 
from instituting any additional seizures. 
An amended complaint alleged that Section 
304 (a) of the Act was unconstitutional in 
failing to provide for a hearing prior to 
the institution of multiple libels based on 
findings of probable cause that the labeling 
was materially misleading. It further 
charged that the administrative officials 
in making such findings in this case with- 
out a hearing had acted arbitrarily, capri- 
ciously and unreasonably. A three-judge 
court was convened 


In May, 1949, prior to trial, the govern- 
ment applied to the Supreme Court for 
writs of prohibition and mandamus on 
the ground that the three-judge district 
court proposed action in excess of its 
jurisdiction in undertaking a trial de novo 
on the issue whether the labeling was 
materially misleading. The Supreme Court 
denied the writs (337 U. S. 902). After 
trial in October, 1949, the court held that 
portion of Section 304 (a) under which the 
defendants acted unconstitutional, and de- 
clared that the defendant Food and Drug 
Administration officials were arbitrary in 
instituting multiple libels without first 
affording the plaintiff a hearing on the 
probable-cause questions. The defendants 
were enjoined from maintaining any action 
raising a claim that Nutrilite was mis- 
branded by the booklet How to Get Well 
and Stay Well (87 F. Supp. 650). On 
direct appeal to the Supreme Court, the 
decision was reversed. The constitution- 
ality of Section 304 (a) was upheld, and 
the Court stated that the three-judge court 
did not have jurisdiction to try de novo, 
or to review at all, the preliminary admin- 
istrative determinations of probable cause. 
Ewing v. Mytinger & Casselberry, Inc., 
CCH FOOD DRUG COSMETIC LAW RE- 
PORTS ° 7156, 339 U. S. 594 (1950) 





The Views Expressed Are Those of the Author and Not Necessarily Those of 
the Federal Security Agency. 
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of the situation. And undoubtedly it resulted in great measure from 
the recognition that here was a new and potentially powerful enforce- 
ment tool. The settlement of the case by the entry of a consent decree 
of permanent injunction, without provision for restitution, has hardly 
interred the controversy raised by the prayer. Its availability in 
future cases warrants an examination of the administrative and legal 


considerations which were responsible for its use in this case. 


Mytinger & Casselberry Case 

Mytinger & Casselberry, Inc., is the exclusive national distrib 
utor of an encapsulated vitamin and mineral product called “Nutrilite.” 
The product is sold to the public through so-called “direct” salesmen 
at the price of $19.50 for a month’s supply or approximately $200 a 
year. In order to promote’the sale of Nutrilite, distributors approached 
prospective customers with a booklet, authored by the president of 
the firm, entitled How to Get Well and Stay Well, which contained a 
discussion of the relationship between vitamins, nutrition and disease. 
An early edition of the booklet had been the basis of a criminal prose- 
cution* and other editions had been involved in multiple-seizure 
actions. All these cases were bottomed on the allegation that the 
booklet falsely represented, in violation of 21 USC 352(a), that 
Nutrilite would be effective in the treatment, cure and prevention of 
almost every symptom, ailment and disease that may afflict mankind. 

While the booklet had been through several revisiéns, resulting 
principally in the elimination of direct curative claims, the many 
objectionable features were retained. Subsequent to the institution 
of these suits, the distributors’ sales presentations, ordinarily made 
in the prospective customer’s home, had increasingly centered around 
the use of additional promotional material, including books, reprints 
and articles from popular publications dealing with vitamins and nutri- 
4In Ewing v. Mytinger & Casst lberry, Hysterical tendency, Eczema. Overweight, 
Inc., cited at footnote 3, the court noted Faulty memory, Lack of ambition, Certain 
that this version of the booklet repre- bone conditions, Nervousness, Nosebleed, 


sented that Nutrilite had ‘‘cured or greatly Insomnia (sleeplessness), Allergies, Asthma, 
helped’’ such ‘‘common ailments’’ as ‘‘Low Restlessness, Bad skin color, Poor appe- 


blood pressure, Ulcers, Mental depression, tite, Biliousness, Neuritis, Night blindness, 
Pyorrhea, Muscular twitching, Rickets, Migraine, High blood pressure Sinus 
Worry over small things, Tonsilitis, Hay trouble, Lack of concentration, Dental 
Fever, Sensitiveness to noise, Underweight, caries, Irregular heartbeat, Colitis, Craving 
Easily tired, Gas in Stomach, Cuts heal for sour foods, Arthritis (rheumatism), 
slowly, Faulty vision, Headache, Consti- Neuralgia, Deafness, Subject to colds.’’ 


pation, Anemia, Boils, Flabby tissues, 
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tion ® and containing features of the approach used in How to Get Well 
and Stay Well. 

On October 20, 1950, while the criminal action and consolidated 
seizures were still pending, an amended complaint for injunction 
was filed, charging that Nutrilite was misbranded within the meaning 
of Sections 502(a) and 502(f)(1) of the Act when introduced into 
and while in interstate commerce and while held for sale after ship- 
ment in interstate commerce. 

The allegations were varied and detailed. The complaint repeated 
the charge of the seizure and criminal cases that the then current 
editions of How to Get Well and Stay Well represented that Nutrilite 
would be an effective and adequate treatment for every disease and 
ailment known to mankind. When read as a whole, as well as through 
specific claims, the complaint charged, the booklet would convey to 
the reader the false and misleading impression that he was ill or about 
to become ill; that his illness was the result of dietary deficiencies ; 
that the average diet was deficient and malnutrition rife in this country ; 
that illness could be cured by putting the needed food factors into the 
body, thus returning the body to “chemical balance” ; and that health 
could be achieved only through the use of a food supplement in this 
day of depleted soils and improper cooking and storage facilities. The 
books, reprints and popular articles, it was alleged, were used to 
“educate” the distributors with respect to the conditions for which 
Nutrilite was useful and to provide them with ammunition to con 
vince the public of the need for a vitamin and mineral supplement 
in order to prevent and treat all their conditions and ailments. The 
entire selling scheme, including the written literature, films and oral 
sales presentations, was designed to sell the product for conditions 
for which it was ineffective. 

Investigation revealed that from the beginning of nationwide 
distribution in 1946 until the scheduled trial date in March, 1951, 
consumers were in fact buying Nutrilite under the mistaken impression 
that it had therapeutic efficacy in the treatment of many diseases.’ 


These include such material as The 


to Avoid Malnutrition’’ by Royal S. Lee, 


Vational Malnutrition by D. T. Quigley nd ‘“‘Cancer, a Nutritional Deficiency’’ by 

Van Alive, You’re Half Dead by Daniel J. R. Davidson (reprinted from Question 

C. Munro, ‘‘Modern Miracle Men’’ by Rex Wark, February, 1943) 

Beach (S. Dkt. No. 264, 74th Congress, ‘The trial of these cases was delayed 

2d Session, 1941). ‘‘We Fced Our Hogs as a result of the restraining order and 

Better Than Our Children”’ by Fred Bailey temporary injunction issued in the litiga- 
rinted from American Magazine, Octo tion discussed in footnote 3 

ber, 1947), ‘‘Health Is on the Downgrade”’ ™In order to prove this contention in 
Henry Trautman (reprinted from Life the most convincing manner, inspectors of 


y¥, December, 1949), “‘A Practical Way (Continued on page 506) 
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The representations for the product, which should have been sold 
merely as a diet supplement, were so extravagant that the Food and 
Drug Administration considered the violation a particularly serious 
one. Because the scheme had been long continued, and because the 
Food and Drug Administration was convinced that a large segment 
of the public had been seriously misled, the case seemed a particu 
larly appropriate one to use the full measure of the injunctive remedy 
by including a prayer for restitution.*. This was designed to restore 
the money spent for the product to those who had purchased it in 
reliance on false and misleading representations. 


Powers of a Court of Equity 


The legal justification for seeking mandatory relief was ample. 
There is, of course, no provision in Section 302(a) of the Federal Food, 
Drug, and Cosmetic Act which in so many words permits the courts 
to order restitution.* This section simply authorizes the district 
courts to issue statutory injunctions restraining violations of the Act. 
But, in these instances, the courts are sitting as courts of equity 
invested with the usual powers of such courts. They are not stripped 
of the ordinary equity powers merely because the authority to enjoin 
violations is conferred by a statute.*° Once equity jurisdiction has 
been invoked under the statute, all appropriate remedies of an equitable 
nature may be enlisted to achieve its purpose,” assuming that the law 
itself does not restrict the scope of the court’s equity jurisdiction.” 

The traditional maxims of equity with respect to the scope of its 
power to grant relief generally are well known. As one court has 


remarked: 








(Footnote 7 continued) 
the Food and Drug Administration through- 
out the country acted as prospective cus- 
tomers and heard the sales presentations 
of Nutrilite distributors. Others enrolled 
as distributors in the sales organization so 
that they might determine the exact method 
in which the defendants intended to have 
their product presented to the public 
Recordings of the meetings between in- 
spectors and Nutrilite representatives were 
made. Had the case been tried, the re- 
cordings would have been offered in evi- 
dence. 

8 The restitution prayer in the complaint 
read: ‘‘That the defendants be required 
to tender to all purchasers of Nutrilite 


Food Supplement, past and present, a re- 


fund of all amounts collected by said de- 
fendants from said purchasers, as the sale 
price of said article; ; 


* This section provides in part ‘'The 
district courts of the United States 
shall have jurisdiction, for cause shown 


to restrain violations of section 301 


” Porter v. Warner Holding Company, 
328 U. S. 395 (1946): Fleming v. Alderman, 
51 F. Supp. 800 (DC Conn., 1943) 

11 McComb wv. Frank Scerbo € 
LABOR CASES { 64,771, 177 F 
(CA-2, 1949): Woods v. LaJeunesse, 
Supp. 444 (DCN. H., 1948) 

2 Porter v. Warner Holding 
and Fleming v. Alderman, both 
footno’? 10. 


Sons, 17 
(2d) 137 
82 F 


Company 
cited at 
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“The essence of equity jurisdiction has been the power of the 
Chancellor to do equity and to mould each decree to the necessities 
of the particular case.” ** Thus the power to grant relief is not cir- 
cumscribed by technical rules. Rather it should be tailored to fit the 


circumstances of each case.™ 


This applies with even greater force in a suit for statutory in- 
junction which has as its purpose the effectuation of Congressional 
policy and the vindication of public rights..° The Supreme Court 
has recently observed that the powers of a court of equity are “broader 
and more flexible” in a case where the public interest is involved." 
[t is this standard, not the requirements of private litigation, which 
On this rationale, the 
use of the traditional equitable remedy would appear to be especially 
appropriate in suits for statutory injunction. 


measures the propriety and need for relief. 


Warner Holding Company Case 


The principle has found sanction in at least two fields of public 
law which are closely analagous to the food and drug situation." 
Restitution is now a well-established form of relief in rent and price 
control and fair labor standards cases. The controlling case, and the 
one containing the most comprehensive discussion of the problem, is 
Porter v. Warner Holding Company, 328 U. S. 395 (1946). There the 
administrator brought suit under the Rent Control Act to restrain the 
defendant from exceeding rent ceilings and to seek a refund of all 
rents collected in excess of the maximum rent. j 
Section 205(a) of that act were invoked. In part, this section per- 
mitted the administrator to apply to the court for (a) an order en- 


The provisions of 





“& Hecht v. Bowles, 321 U. S 329 57 Yale Law Journal 
(1944): Bowles v. Leithold, 60 F. Supp. 909 
(DC Pa., 1945); Bowles v. Skaggs, 151 F 
(2d) 817 (CA-6, 1945) 

‘ Overfield Pennroad Corporation, 42 
F. Supp. 586, 616 (1941) supp’! 48 F. Supp. 
1008, aff'd 146 F. (2d) 889; Bowles v. 


321, Federal Agencies,"’ 
1023 (1948) 

1% Porter v. Warner Holding Company, 
cited at footnote 10 See also Hecht v. 
Bowles, cited at footnote 13: Lenroot v 
Interstate Bakeries Corporation, 146 F. 
(2d) 325 (CA-8, 1945); U. 8. v. Beatty, 
cited at footnote 15: Bowles v. Leithold, 





Leithold, cited at footnote 13 


°>U. S. v. Beatty, 88 F. Supp. 646 (DC 
Iowa, 1950) Thus courts dispense with 


the need for the traditional 
irreparable injury (Bowles v 
(2d) 428 (CA-9, 1944)) or of 
an adequate remedy at law 

Exchange Commission v. Jones, 85 F 
17 (CA-2, 1936) cert. den 


showing of 
Huff, 146 F 
the lack of 
(Securities & 
(2d) 
299 U. S. 581) 


For a good discussion of statutory injunc- 
Statutory In- 
Weapon of 


“The 
Enforcement 


tions, see Comment, 
junction as an 


cited at footnote 13; Mercoid Corporation 
vw. Mid-Continent Investment Company, 320 
U. S. 661 (1944) 

1% Section 10 (c) of the National 
Relations Act (29 USC 160 (c)) confers 
specific authority on the National Labor 
Relations Board to require persons engaged 
in unfair labor practices to take affirmative 
action including reinstatement with or 
without back pay. Discussion of cases 
arising under this act has therefore been 
omitted. 


Labor 
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joining violative acts, (b) an order enforcing compliance with such 
a provision or (c) any “other order.” The district court has denied 
the administrator an order for restitution of rent overcharges on the 
ground that jurisdiction to enter such an order was lacking. 


Reversing, the Supreme Court defined the scope of equity’s juris- 
diction in a suit for statutory injunction. Declaring that the tradi 
tional equity powers of the court remain unimpaired in a proceeding 
under the statute, the Court held that a restitution order might be 
considered a proper “other order,” within the meaning of Section 
205(a), as an “equitable adjunct to an injunction decree” or an “order 
appropriate and necessary to enforce compliance with the statute.” 
In the words of the Court, at pages 399-400: 

Nothing is more clearly a part of the subject matter of a suit for injunction 


than the recovery of that which has been illegally acquired and which has given 
rise to the necessity for injunctive relief. .. . 


The inherent equitable jurisdiction which is thus called into play clearly au- 
thorizes a court, in its discretion, to decree restitution of excessive charges in 
order to give effect to the policy of Congress. Clark v. Smith, 13 Pet. 195, 203. 
And it is not unreasonable for a court to conclude that such a restitution order is 
appropriate and necessary to enforce compliance with the Act and to give effect 
to its purposes. Future compliance may be more definitely assured if one is com- 
pelled to restore one’s illegal gains; and the statutory policy of preventing inflation 
is plainly advanced if prices or rents which have been collected in the past are 
reduced to their legal maximums. 


Rent Control 


In line with the Warner Holding Company case, the lower courts 
have uniformly recognized the appropriateness of a restitution order 
as ancillary to an injunction where the tenant has been overcharged 


in violation of the Rent Control Act."® 


An order for restitution has not, however, been confined to situa- 
tions in which injunctive relief is decreed. Recently the Supreme 
Court indicated that restitution may be separable from and indepen- 
dent of a decree of injunction authorized by law. In U. S. v. Moore, 
340 U. S. 616 (1951), the issuance of an injunction to prevent over- 
ceiling rent charges was made moot by the decontrol of rents six days 
before the complaint for injunction was filed. Basing its decision on 
the second ground of the Warner Holding Company case, the Court 





1% Cobleigh v. Woods, 172 F. (2d) 167 179 F. (2d) 565 (CA-3, 1950); Woods v. 
(CA-5, 1949); Jackson v. Woods, 182 F. Trbusek, 83 F. Supp. 175 (DC N. Y., 1949): 
(2d) 338 (CA-5, 1950); Woods v. Bomboy, Bowles v. Leithold, cited at footnote 13 





| 
| 








we 
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declared that restitution was proper even without an injunction.” 
Under the “other order” provision of the statute, the Court considered 
restitution as “reasonably appropriate and necessary to enforce com- 
pliance with the Act and effectuate its purposes.” *° 

The language and holding of the Moore and Warner Holding Com- 
pany cases provide strong support for the argument that restitution 
may be granted under the Federal Food, Drug, and Cosmetic Act. 
Without going into the implications of the Moore decision in the food 
and drug field, it is at least apparent that under Section 302(a), resti- 
tution is appropriate as an adjunct to enjoining violations. As ex- 
pected, the defendant in the Mytinger & Casselberry case attempted 
to lessen the impact of the ruling of the Warner Holding Company case 
by pointing out that the statutory language there differed from that 
of the Food, Drug, and Cosmetic Act, stressing the presence of “other 
order” in the Rent Control Act. It is true that the courts have relied 
on these words in granting restitution in the rent cases. But the fact 
that Section 302(a) of the Act lacks a similar cover-all provision 
would hardly seem to limit a court in the exercise of equitable powers 
which it admittedly has under that section. The words “other order” 
are meaningless without reference to traditional equitable relief. They 
cannot be said to provide such explicit authority to the court to grant 
restitution that their absence in another case would automatically 
preclude the court from doing so. 


Fair Labor Standards Cases 

Even in earlier cases, arising under the injunctive provisions of 
the Fair Labor Standards Act, the courts had gone beyond the literal 
wording of the statute by ordering restitution. The decisions are 
doubly persuasive because the provisions involved supply a striking 
parallel to the related ones in the Federal Food, Drug, and Cosmetic 
Act. Not only is Section 17 of the Fair Labor Standards Act (29 
USC 217) identical with Section 302(a) of the Food, Drug, and Cos- 
metic Act, but both were passed in Congress on the same day.** The 


” Lower courts have held without excep- Creedon v. Randolph, cited at footnote 19; 
tion that restitution may be ordered wiih Bowles v. Skaggs, cited at footnote 13, 
or without a prohibitory injunction under Woods v. Vendetti, 85 F. Supp. 25 (DC 
the Rent Control Act. Woods v. Wayne, Pa., 1949) 





177 F. (2d) 559 (CA-1, 1949); Creedon v. 21 June 25, 1938, Chap. 676, Section 17, 
Randolph, 165 F. (2d) 918 (CA-5, 1948): 52 Stat. 1069. The FLSA, in Section 16 (b). 
Bowles v. Skaggs, cited at footnote 13; 29 USC 216 (b), also allows an employee 


U. 8. v. Mashburn, 85 F. Supp. 968 (DC to sue as an individual for unpaid mini- 

Ark., 1949); U. 8S. v. Cowen’s Estate, 91 mum wages, or unpaid overtime compen- 

F. Supp. 331 (DC Mass., 1950) sation and, in an additional equal amount, 
*“To the same effect, see Ebeling v. for liquidated damages 

Woods, 175 F. (2d) 242 (CA-8, 1949); 
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cases interpreting Section 17 have uniformly accorded the adminis- 
trator, in suits for injunction, the right to recover, on behalf of the 
employee, amounts withheld by the employer in violation of the law. 


In Walling v. O’Grady,?? the administrator filed a complaint seek- 
ing to enjoin the defendants from violating the Fair Labor Standards 
Act, to require them to offer a wrongfully discharged employee re- 
instatement, and to compel them to make the employee whole for the 
loss of wages. 


The trial court ruled that it could not grant a back-pay order 
because there was nothing in the act which permitted it. The court 
of appeals reversed, declaring that the provision for injunction and 
for criminal penalties for disobedience of the act are not to be taken 
‘any other remedy for the wrong.” The court observed 


as nullifying ‘ 
that giving reparation for an employee as “ancillary to injunctive re- 
lief against withholding employment,” was similar to restoring back 
pay where an injunction for reinstatement had been violated, as in 
Texas v. Brotherhood of Railway Clerks, 281 U. S. 548. Nor did the 
generality of the statute concern the court. Keeping in mind the 
statutory policy of prohibiting discriminatory discharges, restitution 
was considered a “necessary power adequately to carry out” the pur 
pose of the act. At page 423, the court said: “Such reparation is nec- 
essary to restore the status quo interfered with by the unlawful conduct 
of the employer and in neither case is there a statutory mandate spelling 
out the details of relief necessary for the purpose in hand.” (Italics sup- 
plied.) On the same rationale, the court has decided that the administrator 
is entitled to the restitution of unpaid overtime wages as ancillary to 
the injunctive relief under the Fair Labor Standards Act.** 

Under both the Price Control and Fair Labor Standards Acts, the 
presence of a specific provision in the act conferring on the buyer or 
employee the authority to sue the seller or employer has been held not 
to preclude a suit by the administrator for the same relief.** This is 








79 LABOR CASES { 62,473, 146 F. (2d) 422 a provision did not foreclose the adminis- 
(CA-2, 1944). trator from exercising remedies on behalf 

** McComb v. Frank Scerbo & Sons, cited of the public. Any other result, it ob- 
at footnote 11; McComb v. Norris, 17 LABOR served, would ‘‘subvert’’ the purposes of 
CASES {§ 65,381, 177 F. (2d) 337 (CA-4, 1949) the act. 


** McComb v. Frank Scerbo & Sons, cited These decisions. of course, present the 
at footnote 11; Walling v. Miller, 7 LABOR problem adverted to in the concurring 
CASES { 61,856, 138 F. (2d) 629 (CA-8, 1943): opinions of Judges Frank and Hand in 
Bowles v. Skaggs, cited at footnote 13; the Scerbo decision, cited at footnote 11 
Walling v. O’Grady, cited at footnote 22. Is an individual bound under the principles 
In Bowles v. Skaggs, the act provided for of res judicata by the recovery obtained 


treble damages to the buyer for violations by the administrator on his behalf? 
of the act. The court declared that such 
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true even though the statute makes no reference to the administrator. 
The administrator represents the public interest in seeking to restore 
the status quo, and a suit brought in his name is considered as pro 
moting the purposes of the act. 


How Acts Differ 


The Federal Food, Drug, and Cosmetic Act differs from the Fair 
Labor Standards Act in that the former contains no specific authoriza 
tion for the consumer to sue for violations. It may well be argued 
that the absence of such a provision makes the case for restitution 
stronger under the Federal Food, Drug, and Cosmetic Act. A court 
seeking to ascertain Congressional intent in aid of interpretation of 
a statute might conclude that the remedy conferred by the statute 
was exclusive.*®° In the Fair Labor Standards cases, this would mean 
that the employee alone could sue for unpaid minimum or overtime 
wages, as provided by Section 16(b) (29 USC 216(b)). Yet, as the 
cases have made clear, the administrator also has this right incidental 
to the authority to bring suit to restrain violations.** The fact that 
this may permit two suits for the same relief does not place it beyond 
the legislative power.** Under the Food, Drug, and Cosmetic Act, 
the absence of any reference to the injured consumer disposes at the 
outset of any contentions with respect to Congressional intent as to 
the proper party to seek restitution. Certainly if the presence of a 
legislative provision conferring upon an employee the right to sue 
for restitution is held not to bar the administrator from asking the 
same relief, then the administrator’s right to do so should be even 
clearer where the statute makes no reference to the party directly af 
fected by actions in violation of statute. 





* This argument was advanced in Mc- cover a money judgment The court dis- 
‘omb v. Frank Scerbo €& Sons, cited at agreed, holding that the only adequate 
footnote 11 remedy for the injured veteran would be 


* The broad power of equity to grant the relief he asked for, and that the 
relief has even been extended to the reverse absence of a statutory provision permitting 
situation in which an individual has been the suit was not a limiting factor on a 


permitted to recover under a statute refer- court of equity The court found nothing 
ring only to injunctive relief. In Heinicke v. in the statute which. ‘by necessary or 
Parr, 168 F. (2d) 194 (CA-6, 1948) a veteran inescapable inference restricted the 
sued for the recovery of an excess amount court's jurisdiction It reaffirmed the 
of money paid by him over the ceiling principle of the Skaggs and Warner Hold- 
price allowed under regulations issued by ing Company cases that nothing is more 
the Civilian Production Administration. clearly a part of the subject matter of 


Under the Second War Powers Act, the equity than the recovery of that which 
district courts were given jurisdiction to has been illegally acquired and which has 
enjoin violations and to hear criminal and necessitated injunctive relief 

civil proceedings. The appellee contended 7 McComb v. Frank Scerbo & Sons, cited 
that neither the act nor the regulation at footnote 11. 

gave a private purchaser the right to re- 
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Restitution Order Not for Damages 

Two arguments are generally advanced by defendants attempting 
to avoid the decree of a court of equity requiring the restoration of 
ill-gotten gains to the party injured. It is usually contended that a 
suit for restitution is essentially one for damages or a penalty and 
thus not within the sphere of equity jurisdiction. As a corollary, the 
right to a jury trial is claimed. But an order for restitution is properly 
considered not a judgment for damages or a penalty but one which 
restores the status quo by ordering the return of that which was il- 
legally acquired.** Since its nature is equitable rather than legal, no 
right to a jury trial exists.** The order is primarily concerned with 
the vindication of public, not private, rights, and is designed to ef- 
fectuate statutory policies.*° The fact that the granting of such an 
order operates to confer a benefit upon purchasers or tenants does 
not detract at all from its enforcement effect, nor alter its equitable 
nature.” 

Nor can it be successfully urged that an order for restitution would 
be so harsh or indefinite as to be unenforceable. This argument was 
countered in Warner Holding Company v. Creedon, 166 F. (2d) 119 
(CA-8, 1948), the case which affirmed the granting of an order for 
restitution as an aftermath of the opinion in the Warner Holding Com- 


pany case in the Supreme Court. There the court stated that there 


was nothing “unconscionable” in requiring the defendant to restore 
to those from whom they were received, gains exacted in violation of 
law. With respect to the indefiniteness contention, the court pointed 
out that the liability of the company could be easily ascertained by 
reference to its own records. 

Similarly, in the Mytinger & Casselbery case, the defendants had a 
set of files containing a record of every purchaser of Nutrilite. This 


*% Bowles v. Skaggs, cited at footnote 13; National Labor Relations Board, cited at 
Porter v. Warner Holding Company, cited footnote 28 
at footnote 10: Woods v. Bomboy, cited at  Creedon v. Randolph, cited at footnote 
footnote 18; Woods v. Blake, 84 F. Supp 19; Woods v. Bomboy, cited at footnote 18; 
570 (DC N. J., 1949): Woods v. LaJeunesse, Woods v. Richman, 174 F. (2d) 614 (CA-9, 
cited at footnote 11; U. 8S. wv. Cowen’s 1919) In Warner Holding Company Uv 
Estate, cited at footnote 19 See, also, Creedon, 166 F. (2d) 919 (CA-8, 1948), the 
Virginia Electric Company v. National court, emphasizing that the object of a 
Labor Relations Board, 319 U. S. 533 restitution order was to secure compliance 
(1943) with the act, termed the tenants ‘‘only 

** Woods v. Blake, cited at footnote 28; incidental beneficiaries’’ of the order 
{ S. v. Cowen’s Estate, cited at footnote In Emery v. U. 8., 186 F. (2d) 900 (CA-9, 
19 In U. 8. v. Mytinger & Casselberry, 1951), the court, in considering the nature 
Inc., cited at footnote 2, the court granted of the government's interest in the money 
the government’s motion to vacate the received as a result of a restitution order, 
defendants’ request for a jury trial termed the government a trustee and 

%® Woods v. McCord, 175 F. (2d) 919 called the tenants the beneficiaries of a 
(CA-9, 1949): Virginia Electric Company v constructive trust. 
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would have furnished a practical means of complying with the de- 
cree had restitution been granted. In every case, of course, the prob- 
lem will not be so easily solved. To verify the claim of every person 
who purchased a product under false and misleading claims may be 
difficult, but not insurmountable. Such considerations should bear at 
most on the court’s discretion in granting the relief in a particular 
case. It should not detract in any way from judicial recognition that 
jurisdiction exists to grant the remedy where appropriate. 


Restitution as a ‘‘Powerful Deterrent” 


The traditional equity powers of the district court may be brought 
into play when jurisdiction is invoked under Section 302(a) of the 
Federal Food, Drug, and Cosmetic Act. There is no provision in that 
section, either express or implied, to prevent a court from entering an 
order of restitution. Because of the public interest which a remedial 
statute like the Food, Drug, and Cosmetic Act is designed to protect, 
the court’s equity powers are broader than they otherwise would be. 
Ancillary to its declared power to grant prohibitory relief under Sec- 
tion 302(a), a court would also have jurisdiction, in the exercise of its 
discretion, to promote the purposes of the Act by ordering mandatory 
relief in the nature of restitution of moneys exacted in violation of law. 

No one could quarrel with the propriety, from the standpoint of 
ordinary fairness, of requiring violators of the Federal Food, Drug, and 
Cosmetic Act to return to consumers, money extracted from them 
by means of false and misleading claims. Practically, the entry of such 
an order is more easily justified in rent and price control and fair labor 
standards cases because the exact overcharges or wages due can be 
established. But the difficulties of seeking out those who have been 
damaged monetarily should not prevent the use by the courts of a new 
enforcement technique that is bound to act as a powerful incentive 
to compliance. 

The very nature of a regulatory program encourages some to try 
the “one bite” approach. Violations usually occur for a period of 
time before restraint is decreed. Investigating, gathering evidence, 
analyzing it, making administrative decisions with respect to the na- 
ture of regulatory action to be taken, all take time. Under the Federal 
Food, Drug, and Cosmetic Act, a purveyor of foods, drugs or cos- 
metics may continue his selling program for a period of months before 
either criminal, seizure or injunction sanctions are invoked. This may 
mean that the public has been exploited in the sale of articles the vir- 
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tues of which have been falsely proclaimed. An injunction merely 
instructs the seller to stop his violative conduct in the future, but he is 
permitted to retain the fruits of the past. 


The restitution remedy is designed to restore the status quo, and 
its use would remove the incentive to make a quick killing. Realizing 
the possibility that he may be forced to return what he has illegally 
obtained, a distributor is likely to be more reserved in his claims. 
The powerful deterrent effect that restitution will have cannot be 
underestimated. It could become an important tool in the enforce- 


ment of the Act. [The End] 








WEST GERMANY AND PRICE FIXING 


“. . . trademark protection does not as a rule entail any 
material economic disadvantages as all it does is to close an 
elementary market, while competition with heterogenous goods 
still goes on, and in real life competition with homogenous goods 
on an elementary market is of no great importance in any case. 
No useful purpose would be served, therefore, if through failure 
to appreciate this fact and for the sake of conforming to the 
theoretical model the elementary markets were kept open by 
abolishing trademark protection. The resulting gain would be 
much too small, and it would by no means compensate for the 
loss of the advantages attaching to branded articles. 


“Regarded from the standpoint of the economy as a whole, 
the manufacturer of a branded article holds no position of mon- 
opoly when the number of related elementary markets is large 
enough. He is accordingly unable to command monopoly prices. 
The fixing of prices for branded goods should consequently be 
regarded as representing the prices demanded by the manufac- 
turer, which are always subject to price pressure from competi- 
tors with insufficient substitution goods. To command monopoly 
prices, it is not sufficient to feel oneself a monopolist, the actual 
economic power must be there. A manufacturer who fixes the 
prices of his branded goods too high will soon learn, when he 
finds his customers deserting him for other related elementary 
markets, that he has misjudged the extent of his economic power.” 
Dr. Erich Arndt, “Fixed Prices for Branded Goods,” Wirtschafts- 
dienst (English Edition), June, 1951. 














Injunction Proceedings 
By JOHN B. BUCKLEY, Jr. 


Though the Injunction Is Invaluable As a Com- 
plement to the Seizure and Criminal Sanctions, 
Its Psychological Effect Is Also Very Important 








rWXHE FOOD, DRUG, AND COSMETIC ACT of 1938, hereafter 

referred to as the Act, added an injunction proceeding ' to the familiar 
seizure * and criminal * sanctions. Undoubtedly, the hope of the Con- 
gress was that use of the injunction would prove beneficial by imple- 
menting present methods of enforcement of the Act. This paper will 
be an inquiry concerning the nature of the injunction proceeding and 
its application as a method of enforcement. 

As a point of departure for the uninitiated reader, a rough illus- 
tration would possibly serve best to explain the difference of approach 
in the three methods of enforcement of the Act. A seizure action is 
that proceeding wherein an article within the purview of the Act is 
taken into the custody of the court and a determination is made as 
to whether that article is in compliance with the requirements of the 
Act; because the seizure proceeding is directed at the article itself, 
it is immaterial whether a claimant appears or not. 

A criminal proceeding results in a determination as to whether 
or not a party named in an indictment or an information has violated 
any of the specific prohibitions contained in the Act. At this point 
we coutd summarize by concluding that if an adulterated or mis- 


' Section 302; 21 USC 332. 
‘(a) The district courts of the United 
States and the United States courts of the 
Territories shall have jurisdiction, for 
cause shown, and subject to the provisions 
of section 17 (relating to notice to opposite 
party) of the Act entitled ‘An Act to 
supplement existing laws against unlawful 
restraints and monopolies, and for other 
purposes,’ approved October 15, 1914, as 
amended (USC, 1934 ed., title 28, sec. 381), 
to restrain violations of section 301, except 
paragraphs (e), (f), (h), (i), and (j). 


‘““(b) In case of violation of an injinc- 
tion or restraining order issued under this 
section, which also constitutes a violation 
of this Act, trial shall be by the court, or, 
upon demand of the accused, by a jury. 
Such trial shall be conducted in accordance 
with the practice and procedure applicable 
in the case of proceedings subject to the 
provisions of section 22 of such Act of 
October 15, 1914, as amended (USC, 1934 
ed., title 28, sec. 387).’”’ 

Section 304; 21 USC 334 

Section 303: 21 USC 333 
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branded article is found in interstate commerce, the article itself may 
be the subject of a seizure action, or the party who bears certain re 
sponsibilities to the presence of that article may be criminally prose- 
cuted. The seizure and criminal sanctions would appear to be all 
inclusive methods of enforcement, but we must yet consider the in- 
junctive method. 


Injunction Procedure 

An injunction procedure culminates in a writ issued by a court 
of equity after it has made a determination of the issues presented to 
the court, presuming that there are proper grounds. Injunctions can 
be classified as being either affirmative or negative; affirmative if the 
court requires the defendant to take some positive action because of 
his conduct; negative if the court requires the defendant to quit cer- 
tain conduct. The Act specifies that the court has jurisdiction ‘to 
restrain violations of section 301 . . .”; the word “restrain” indicates 
a negative type of injunction and although final, is sometimes re- 
ferred to as a restraining order. Section 301 specifies the prohibited 
acts which if committed are violations of the Act, and subject the 
violator to criminal proceedings. The court then has the power to 
order the defendant to quit certain criminal practices; the following 
list contains the crimes over which the court has jurisdiction: 

(1) The introduction or delivering for introduction into inter- 
state commerce of any article that is adulterated or misbranded. 

(2) The adulteration or misbranding of any article in interstate 
commerce. 

(3) The receipt in interstate commerce of any article that is 
adulterated or misbranded, and the delivery or proffered delivery 


thereof for pay or otherwise. 
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(4) The introduction or delivery for introduction into interstate 
commerce of any article in violation of the emergency-permit section 
and new-drug section. , 

(5) The manufacture within any territory of any article that is 
adulterated or misbranded. 

(6) The alteration, mutilation, destruction, obliteration or re- 
moval of the whole or any part of the labeling of, or the doing of any 
other act with respect to, an article, if such act is done while such 
article is held for sale (whether or not the first sale) after shipment 
in interstate commerce and results in such article being adulterated or 
misbranded. 

(7) The using, on the labeling of any drug or in any advertising 
relating to such drug, of any representation or suggestion that an 
application with respect to such drug is effective under the new-drug 
section, or that such drug complies with the provisions of such section. 
This method of enforcement has been labeled “criminal equity.” * 
The court in turn sustains its authority by means of contempt pro- 
ceedings. If the party to whom the order was addressed does not 
obey the order, he may be held in contempt of court; there is a sum- 
mary proceeding with punishment meted out for violating the court’s 
order. The Act has set certain limitations, including the privilege of 


trial by jury in contempt proceedings.° 


Historical Approach 

To determine the part that equity will play in the enforcement 
of the Act, a brief background sketch may serve to good purpose not 
only by considering the importance that previous authority plays in 
our jurisprudence, but also by aiding the examination into the nature 
of this type of procedure. The addition of an injunction proceeding 
to the Act is a further indication that the role of equity in enforcement 
of tortious and criminal matters is presently in its second ascendancy. 
At a fairly early period in English history the chancellor's office was 
handling crimes and torts as commonplace matters; the purpose evi- 
dently was to even the legal balance between the powers of the realm 
and the less fortunate leigemen. The process fell into disrepute. 
Popular distrust (abetted by the law courts) raised the clamor which 
forced a withdrawal, subsequently followed by the notorious sister 
jurisdiction of the King’s Council in the Star Chamber, from summary 








‘Simpson, “Fifty Years of American ‘Section 302 (b); 21 USC 332 (b). 
Equity,"’ 50 Harvard Law Review 171, 225 
(1936). 
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criminal proceedings. This served as an element causing equity to 
concede jurisdiction to the law courts when adequate relief at law 
was established.® 

In this historical résumé, the immediate branch of criminal and 
tort law that we are concerned with is labeled nuisance. The law of 
nuisance is divisible into private and public nuisance; the latter is 
what we must examine. Public nuisance constitutes various types 
of conduct directed against the public at large, although the conduct 
may have an effect on a particular individual. Relief against nuisance 
can be had at law in a civil action for damages, but as this verges on a 
private nuisance we are not imminently concerned with it. A public 
nuisance was a criminal offense at common law and is held so today in 
most jurisdictions.’ Still in all, equity will issue an injunction in a 
nuisance action when no adequate relief at law is alleged and found 
for one reason or another. There are cases where equity would not 
interfere, stressing the criminality of the conduct, but usually the 
question is the adequacy of the relief at law.’ The general rule today 
is covered by the following quotation from Jn Re Debs: 

Again, it is objected that it is outside of the jurisdiction of a court of equity 
to enjoin the commission of crimes. This, as a general proposition, is unques- 
tioned. A chancellor has no criminal jurisdiction. Something more than the 
threatened commission of an offense against the laws of the land is necessary to 
call into exercise the injunctive powers of the court. There must be some inter- 
ferences, actual, or threatened, with property or rights of a pecuniary nature, 
but when such interferences appear the jurisdiction of a court of equity arises, and 
is not destroyed by the fact that they are accompanied by or are themselves vio- 
Jations of the criminal law.” 

As possibly noted above, there is another point to consider—at an 
early date there was much authority for the proposition that equity 
would only intervene when irreparable injury to property was threat- 
ened.*° The trend has been, whether by statute or court rule, that 
equity will usually take jurisdiction over nuisance where the health, 


safety, morals or general welfare of the public are endangered. 
Equity in the Criminal Field 


An illustration, analogous to a partial purpose of the Act, i. e., 
public health, might best develop and clarify this ingenious legal 





_ ® Mack, “The Revival of Criminal S. W. 261, 66 L. R. A. 280; Attorney Gen- 
Equity,"" 16 Harvard Law Review 389 eral v. The New Jersey R. and T. Com- 
(1903). pany, et al., 3 N. J. Eq. 136. 

' Prosser, Law of Torts, p. 569 (1941). * 158 U. S. 564, 593. 

8’ Attorney General v. Utica Insurance ” Attorney General wv. Utica Insurance 


Corporation, 2 Johns. Ch. 371: ef. Com- Corporation, 2 Johns. Ch. 371; Cope v 
monwealth v. McGovern, 116 Ky. 212, 75 District Fair Association, 99 Ill. 489: Hed- 
den v. Hand, 90 N. J. Eq. 583, 107 Atl. 285. 
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method. In a New York case, * an action was brought for an injunc- 
tion to restrain defendant from practicing medicine in violation of the 
state law. The complaint alleged that the defendant was not qualified 
or licensed to practice medicine. It was also alleged that the de- 
fendant was holding himself out as a qualified practitioner thereby 
deceiving large numbers of people; that he had been and was continu- 
ing to practice medicine, consequently endangering the public health; 
and that he constituted a public nuisance. The complaint also alleged 
that the defendant had been criminally prosecuted on two different 
occasions, and in both instances the jury acquitted him; that the state 
was powerless to deal with the defendant; that there would be a mul- 
tiplicity of criminal actions because the statutory penalties were in- 
sufficient and did not protect the public; and that therefore, the 
plaintiffs had no adequate remedy at law. The appellate division noted 
that the statute did not label defendant's conduct a public nuisance, 
nor was power conferred on the court of equity by the legislature to 
restrain violations of the statute. The court held for defendant, not 
choosing to intervene in criminal cases. The plaintiff appealed to 
the court of errors. The following is a portion of this court’s opinion: 

It is not every violation of a statute, even of the statute under consideration, 
that calls for equitable interference. But where, as here, it is made to appear as 
a fact that real danger is threatened to the public health by the conduct of the 
defendant, that irreparable damage to the health of individuals is likely to result, 
and that criminal prosecution, even if successful, will not give adequate protection 
to those in danger, a proper case for injunction has been made out.” 

The court went on to point out that lack of success with local juries 
would not be grounds for equitable intervention. The court reversed 
the appellate division’s affirmance of the lower court. This case is a 
forceful demonstration of equity’s interest in the criminal field. 

Possibly the earliest situation is that where there has not been 
any legislative mandate whatsoever. Another phase of development 
which is also continuing today is the situation, similar to the one in 
the New York case, where the legislature has made specific provision 
for a criminal sanction, but does not provide for equitable interference. 
To the normal reluctance of a court of equity is then added the argu- 
ment that the legislature thereby intended the criminal remedy to be 
exclusive. The court must overcome this point before it can proceed. 
This brings us to the modern development, as in the Act, or the legis- 
lative injunction. Here the legislature has specifically provided for 





1 People ex rel. Bennett v. Laman, 250 2 People ex rel. Bennett v. Laman, 277 
App. Div. 660, 295 N. Y. S. 728; 277 N. Y. N. Y. 368, 381, 14 N. E. (2d) 439, 444-445. 
368, 14 N. E. (2d) 439. 
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an injunction proceeding, usually in addition to a criminal sanction 
as well. The usual mode has been for the legislature to declare such- 
and-such conduct a public nuisance and authorize equity to restrain 
the nuisance. The legislative injunction immediately takes the court 
past any argument concerning exclusive remedy. Furthermore, the 
court need not be concerned with definitions of nuisance, loose as they 
are, and, more particularly, queries relating to authority as to the type 
of injuries actionable. Also, the legislature has in effect declared 
such conduct to be sufficiently grave as to be labeled a nuisance. 
Subsequently, many acts, as in the federal Act, have omitted reference 
to the term “public nuisance.” Possibly the draftsmen have divined 
a restlessness within the courts concerning historical connotations of 
the term, and possibly the omission is a method to avoid confusion 
with “private nuisance,” which particularly related to use and en- 


joyment of property. 


Constitutionality and Related Government Issues 

It is, of course, essential to consider the constitutionality of this 
method of enforcement, which in turn leads to and includes social- 
economic matters, or what might more aptly be described as “order 
in government.” We have already considered the notion that equity 
is not intended as an organ to supersede the jurisdiction of the crimi- 
nal courts. The procedure of indictment and trial by jury for criminal 
acts at law is usually considered adequate, but where equity does in- 
vade the criminal field, is there a constitutional question? 

The law is full of instances in which the same act may give rise to a civil 
action and a criminal prosecution. An assault with intent to kill may be punished 
criminally, under an indictment therefor, or will support a civil action for dam- 
ages, and the same is true of all other offenses which cause injury to person or 
property. In such cases the jurisdiction of the civil court is invoked, not to enforce 
the criminal law and punish the wrongdoer, but to compensate the injured party 
for the damages which he or his property has suffered, and it is no defense to the 
civil action that the same act by the defendant exposes him also to indictment and 
punishment in a court of criminal jurisdiction. So here, the acts of the defendants 
may or may not have been violations of the criminal law. If they were, that 
matter is not for inquiry in other proceedings. The complaint made against them 
in this is of disobedience to an order of a civil court, made for the protection of 
property and the security of rights....™ 

This method of enforcement can be constitutional, but the reasons 
given do tend to legalism. The main contention is that the action in 
equity is civil, subject to normal procedural rules, and that the purpose 





Im Re Debs, 158 U. S. 564, 594; see 
Mugler v. Kansas, 123 U. S. 623: cf. Hed- 
den v. Hand, cited at footnote 10. 
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of the action is preventive, not penal. One commentator has pointed 
out that we should analogize not with the injunction proceeding as 
such, but rather with the authority of the court behind this preventive 
measure ; the authority of the court is expressed by means of contempt 
proceedings which certainly are penal in nature.** A definite consti- 
tutional limitation would be attempts at injunctive enforcement di- 
rected against traditional crimes.** Between what could reasonably 
be considered the public nuisance and the traditional crime, a more 
dificult problem is presented. The simple act of yesterday’s society 
may approach tremendous significance tomorrow; tied up with this 
problem would be questions concerning the freezing of constitutional 
mandates. Restraining conduct which has a direct effect on public 
health and welfare, as in the present Act, would seem to be within 
safe limits. 

There is an underlying causation which goes beyond formal legal 
reasoning as to the constitutionality of the injunction procedure. A 
brief examination of the criminal sanction will serve best to demon- 
strate. Criminal law was originally intended as a method to keep the 
peace of the community. The division of labor creating interdepen- 
dence, the growth of population centers and the strategic accumula- 
tions of wealth are all indicia of modern industrial societies ; this type 
society accentuated the problem of regulation. As particular examples, 
to maintain a pure food supply, to prevent misbranding, to insure the 
integrity of standardized foods in an efficient manner is a tremendous 
governmental task. The criminal sanction has been one method de- 
veloped as a regulatory device. 

. there is an increasing number of crimes which are defined without reference 
to subjective guilt—indeed some writers speak of the “eclipse of mens rea.” The 
growing tendency to use the sanctions of the criminal law as a means of social 
regulation has led to the creation of many new offenses, the penalty for the breach 
of which is slight and involves no moral stigma. To secure effective enforcement, 
the Crown need only prove the wrongful act, and the disadvantage of inflicting a 
fine on a morally innocent defendant is more than counterbalanced by the social 
gain in securing the observance of certain minimum requirements.” 

The criminal sanction provided in the Act does not require a finding 
of subjective guilt;?” the reasoning behind such a drastic limitation 
is based not only upon regulation of a very complex social structure 
as such, but also is in recognition of the great social and economic 
purposes of the Act to which the regulation responds. It seems certain 








“ Caldwell, ‘‘Injunctions Against Crime,”’ % Paton, Jurisprudence, p. 371 (1946) 
26 Illinois Law Review 259, 279-280 (1931). "U. 8. v. Dotterweich, 320 U. S. 277. 
“ Simpson, article cited at footnote 4, 
at p. 226. 
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that reasoning which can support “the eclipse of mens rea” could also 
support an injunctive method of enforcement tied to this same ob- 
jective standard, which has the virtue of being a forewarning before 
possible penalties are imposed, besides containing other limitations. 
To state that a procedure is constitutional does not necessarily 
determine its desirability. There are critics who dislike this use of 
equity’s power in criminal matters; in particular they attack the waiv- 
ing of the techniques of criminal law as infringements upon historical 
benefits accorded to individuals.** As previously noted, a concession 
has been made in that the Act grants the privilege of trial by jury 
to defendants in contempt proceedings, this stems from pressure 
brought to bear upon earlier legislation.*® The granting of the jury 
privilege has been criticised by others as undermining the power of 
equity and its efficient operation within traditional jurisdiction.*® The 
latter view would be strengthened by those critics, evidently mindful 
of the systems prevailing in England and on the continent, who consider 
the jury method of fact-finding as inadequate, suggesting drastic re- 
vision or abolishment.” Undoubtedly there is a strong jury-privilege 
tradition in this country and, in addition, the jury is upon us. Such 
discussion might be labeled academic except that in connection with 
other requirements, which shall be discussed at a later point, the 
effectiveness of this method can only be considered. The sum of the 
various limitations would certainly soften any constitutional impact. 


Legislative History 

The legislative history of the Act is interesting in several re- 
spects. Concern over the vast problem of regulation is manifested 
continually as the purpose of the injunction section, including expres- 
sion of its use to harmonize the various interests effected. At one 
time or another the following type of provisions were specifically ex- 
pressed in the injunction section in the various bills and amendments 
thereto. Violations were declared to be a public nuisance. The pur- 
pose of the injunction was to avoid repetitious offenses. The injunc- 
tion would also be used to avoid multiplicity of civil and criminal 
prosecutions. The government did not need to show an intent on 
defendant’s part to continue the offense. Discontinuance of the offense 
would not be grounds for denial of the injunction; to this was later 
added the precaution that the court should make a finding that repeti- 





® Mack, article cited at footnote 6, at p. 2 Mack, article cited at footnote 6, at 
402; Caldwell, article cited at footnote 14. p. 402: In Re Debs, cited at footnote 13 
” The Clayton Act (1914). 21 Frank, Courts On Trial (1949) 
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tion of the offense was likely to occur.*? As can be gathered from 
previous reading, these provisions involved the aspect of nuisance, the 
inadequacy of the legal remedy, the nature of the criminal act and the 
prospectiveness of the injunction proceeding. The above provisions 
were deleted from the injunction section as finally enacted; this was 
advisable because, as noted previously, the legislative provision for 
an injunction procedure supplants judicial inquiry into the nature and 
necessity of the action, and consideration as to the function of an 
injunction is normally a judicial concern. 

The reports in the Senate and House were in much the same vein, 
but included other intentions in addition. When called upon, Mr. 
Campbell, then Chief of the Food and Drug Administration, testified 
as follows: 

The next section, ... [injunctions], to my mind is one of the most important 
sections in the act. It provides for the suppression of repetitious offenses. In the 
present circumstances there is no way by which that can be done effectively. If 
an article is misbranded or adulterated, the manufacturer can continue for a pro- 
tracted period its production and shipment in interstate commerce because of the 
delay incident to the conclusion of a prosecution. Even though a conviction were 
obtained, it would be impossible to bring the matter at issue to a definite deter- 
mination without the lapse of an inordinate period. This section by expediting 
action and suppressing continued offenses is for the more adequate protection of 
the public, and perniits the consideration of the whole question on an equitable 
basis, because proceedings under it would be instituted in courts of equity.” 

The above passage summarized much feeling concerning the injunc- 
tion section. The reports contained points such as these: seizure and 
criminal sanctions are inadequate for consumer protection “where a 
manufacturer indulges in frequent and repeated violations”; there 
might be an inordinate multiplicity of actions; civil and criminal actions 
must wait until after the fact of violation, injunctions can act at the 
root (stressing the preventive nature of the injunction) ; furthermore, 
there is often a difficulty in making seizures at widely scattered points.™* 
The House report in the Seventy-fifth Congress on S. 5 did, however, 
add another viewpoint which is often considered as the real purpose 
of the injunction section.” 

This procedure [injunction] will be particularly advantageous in borderline 
cases that cannot be settled without litigation. In many such cases it is unfair to 
the manufacturer to subject him to criminal trial and likewise unfair to the public 


to have the issue determined under the restrictions necessarily prevailing in crim- 
inal procedure. This remedy should reduce litigation. In some cases it should 





2 Dunn, Fed ral Food, Drug, and Cos- * Dunn, work cited at footnote 22, at 
metic Act. pp. 47ff., 63ff., 83ff., 105ff., 180ff., pp. 130, 164, 264ff., 489, 553 
207, 234, 547, 615, 640ff., 660ff., 755 (1938). *% Toulmin, The Law of Foods, Drugs, 


* Dunn, work cited at footnote 22, at p. and Cosmetics, p. 66 (1942); Herrick, Food 
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avoid the hardship and expense to litigants in seizure cases. In many instances 
seizure is a harsh remedy and should be discouraged or confined to those cases 
where the public protection requires such action. In many cases, it is believed, 
the use of injunctions can be used with equal effectiveness and with less hardship. 
A seizure case finally decided in favor of a defendant leaves him without recourse 
for his losses, including court cost, storage, and other charges.” 

The above report certainly would seem to desire the limitation of the 
injunction to a particular problem, i. e., border-line cases ; or we might 
say that the intent of the report was to confine the injunction proceed- 
ing to situations where it would be favorable to the manufacturer while 
still in the public interest. Putting aside limitations inherent in the 
procedure, this could well be a laudatory proposal, but other reports 
do not bear out this limitation, nor do the cases reported to date, 
possibly excepting a very recent decision which shall be discussed sub- 
sequently. The remaining legislative comments stressed more effective 
administration and reduction in litigation.*7 A general discussion re- 
ferring to legislative history, cases and other particulars will follow. 


Repeated Offenses 

Any stress placed upon a restraining order alone as being a more 
efficient device for protection of the public than seizure or criminal 
sanctions when a violator indulges in repeated offenses is in danger of 
ignoring the full possibilities of the Act. The repeating violator who 
operates with obvious disregard for the public welfare places himself 
outside of any mere regulatory plan—he is the one to whom the crimi- 
nal sanction should apply. It is the duty of the government to single 
out such an individual, not merely as a recipient of an order restrain- 
ing his conduct nor merely as a violator of a specialized order drafted 
especially for his person by a specialized court, but rather as one who 
has spurned the law in a morally reprehensible fashion and is deserv- 
ing of the criminal sanction properly to indemnify him. What is 
meant is not that the injunction procedure should be ignored, espe- 
cially in a situation like this, but rather that the criminal sanction, 
realizing the social connotations it probably includes, should certainly 
be utilized. The government is evidently following such a plan of 
action; the cases of Colgrove, et al. v. U. S.78 and U. S. v. Saunders Mills, 
Inc., et al.?® are in point. In each of these cases the defendant's prod- 
ucts had been subjects of seizure actions, and, in addition, criminal 


7 Dunn, work cited at footnote 22, at 2° Kleinfeld and Dunn, Federal Food, 
pp. 817-818 Drug, and Cosmetic Act, 1938-1949 (Com- 
* Dunn, work cited at footnote 22, at merce Clearing House, Inc., 1949) p. 454, 
pp. 130, 264ff., 553, 571, 847 Notices of Judgment Under the Federal 
** 176 F. (2d) 614, cert, den. 338 U.S. 911 Food, Drug, and Cosmetic Act, Foods, 


Number 8587 
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prosecutions were also instigated before the government brought in- 
junction actions. It might be added that the injunction actions seemed 
as measures of desperation in these particular cases considering the 
previous history of the defendants. 


Multiplicity of Actions 

The prevention of multiplicity of actions by a procedure in equity 
divides itself into two totally different applications for present pur- 
poses. The first application would be that situation mentioned in the 
previous paragraph—where the defendant has persisted in repeating 
violations over a period of time in spite of the sanctions previously 
brought against him. This situation clearly goes to the jurisdictional 
question of adequacy of remedy at law which was reviewed previously 
and, as was pointed out, statutory provision in effect supplants this 
line of inquiry ; therefore, the injunction is clearly available, presuming 
other necessary findings. The threat of the injunction to this “pro- 
fessional” is the contempt proceeding. Of what does this contempt 
proceeding consist ? 

The trial of a criminal contempt is not considered a criminal trial in the con- 
stitutional sense. Nevertheless, it seems probable from the tone of the decisions 
that the defendant is entitled to the protection of certain constitutional safeguards 
—for example that he shall be confronted by the witnesses against him; that he 
shall not be compelled to testify against himself; and that he may not be found 


guilty unless his guilt has been proved beyond a reasonable doubt. It will also be 
noted that the person charged may under most conditions, demand a trial by jury.* 


If the situation is as the above quotation attests, and the applicable 
section of the Clayton Act to which reference is made in the injunction 
section bears this out, it would seem that the defendant is as well off 
ina contempt proceeding before a court of equity as in a criminal court. 
Further, there is a disparity between the penal sanctions: the maxi- 
mum penalty in a contempt proceeding in the case of a natural person 
is a $1,000 fine and/or six months imprisonment, while in the criminal 
proceeding it is either a maximum of a $1,000 fine and/or one year, 
or a maximum of a $10,000 fine and/or three years, depending upon 
the situation. In recognition of the present nature of a contempt pro- 
ceeding it could be said that what was once an extraordinary remedy 
at common law is now, by process of court rule and statute rule, a 
rather ordinary remedy. Putting aside any psychological value which 
would seem out of place in this situation, a saving grace would be 
that if the defendant does subsequently violate the Act, he has not 











*® Herrick, work cited at footnote 25, at 
Pp. 1236. 
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only the seizure and criminal sanctions to consider, but also a contempt 
proceeding. 

The second application concerning multiplicity of actions is the 
situation where adulterated or misbranded articles may be located at 
numerous, widely scattered points. For the government to prosecute 
each of the seizures to its ultimate conclusion is definitely a burden. 
The use of the injunction to accomplish this task in a single action is 
a singular advantage, and, in addition, the defendant usually would 
have more information as to the whereabouts of the articles in question 
than the government. Taking a calculated risk by depending upon the 
effectiveness of a restraining order is certainly an aid to administration 
in this type of situation. However, there are other statutory and judi- 
cial rules that have a function in this situation. Where the public 
welfare is imminently concerned, multiple seizures are permitted, and 
provision is also made for consolidation for trial.** 

A very important aspect, the real value of which is in the re- 
curring offense, is the plea of res judicata in subsequent procedures ; *? 
questions as to whether the same issues or parties are involved would 
be common to both the law and equity proceedings. Considering the 
above factors, there is not a total inadequacy of legal remedy in this 
particular situation by any means. Further, if we analogize with the 
contempt process, the legal remedy is probably more adequate. In 
the situation presently under discussion, as an administrative aid the 
injunction may serve its purpose where the infraction is slight, but it 
should be restricted to an additional weapon depending in the main 
upon seizure where there is a strong public interest, because not only 
is seizure adequate but it also offers immediate and positive protection. 
A combined use of seizure and injunction can be advocated here and 
is made convenient by seeking consolidation of the injunction action 
and seizure action, or, as was done in U. S. v. 184 Barrels Dried Whole 
Egqgs,** to amend the seizure complaint to include an in personam judg- 


ment when the claimant had generally appeared. 


The Criminal Sanction 
A rereference to the criminal sanction as previously discussed indi- 
cates an advisable application for the injunction. The use of an ob- 
jective criminal standard places tremendous power in the hands of 
the plaintiff ; wise administrative determination is essential, especially 


' Section 304, 21 USC 334 * Kleinfeld and Dunn, Federal Food, 
26 FOOD DRUG COSMETIC LAW Drug, and Cosmetic Act, 1938-1949, p. 59, 
JOURNAL (February, *951) p. 104ff. 53 F. Supp. 652. 
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in view of the fact that in the Act the penalties are not light nor is 
there assurance that moral stigma will not attach when not earned. 
There is little doubt that this then is an excellent deterrent device; 
however, in application it could be harsh beyond reason. The restrain- 
ing order, similar to the seizure, certainly does much to obviate possible 
unfairness when the facts do not warrant the criminal sanction as 
such, and especially where there is some doubt as to the advisable 
sanction to apply. In this respect, the injunction, considering the pos- 
sibilities of contempt proceedings, stands midway between seizure 


and criminal sanctions. 


Aid to Manufacturer 

The use of the injunction to prevent hardship to the manufac- 
turer, as mentioned in the House report, bears discussion; evidently 
the report was only referring to close cases involving articles not 
dangerous to the public health. Granted that a criminal action may 
often be unjust in particular instances; however, in borderline cases 
there is nothing to prevent the government from seizing smaller quan- 
tities of the article in question so that an economic burden would not 
be placed upon the manufacturer; moreover, the type of action to be 
brought is at present still within the discretion of the government. 
A possible disadvantage to the equity proceeding is that the manu- 
facturer is subject to a penal sanction if his product is not brought 
into compliance with the Act, and judges seem loath to advise on 
future compliance, as a matter not being within their judicial scope.** 
A seizure action, however, would usually nullify this possibility be- 
cause the article is brought into compliance with the Act under the 
court’s supervision, presuming the facts warrant this.*° This difficulty 
concerning compliance could be overcome in cases that are not clear-cut 
by the court’s issuing a conditional injunction conditioned upon plain- 
tiff’s filing a plan for a safe course of conduct for defendant to pursue ; 
the power of the court to compel compliance could be attacked as not 
within the discretion of the court in a statutory remedy where such 
is not specified, but the legislative history could be made the basis 
of an argument for it. If the manufacturer is not worried as to future 
compliance, he does at least have the advantage of a declaratory- 
judgment type of finding as to his present conduct.*® 


The determination of the issues pre- tive, to plan future conduct would nor- 


sented will naturally be an aid to defend- mally be without the judicial sphere and 
nt in shaping future conduct, as will if done, not binding upon plaintiff 
dictum in the discussion of the issues; *% Section 304, 21 USC 334 
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however, for the judge, of his own initia- * Toulmin, work cited at footnote 25 
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Since the foregoing paragraph was written, a very interesting 
judgment was handed down in the case of U. S. v. Mytinger and Cassel- 
berry, Inc., et al." This was an injunction action brought to restrain 
certain practices of defendant involving sales of vitamin products; it 
should be noted and considered that the final decree was by consent. 
Vitamins are a good example, under this heading, as they are a con- 
tentious problem within and without the medical profession; the rep- 
utable manufacturer normally desiring to increase his activities, and 
proceeding on the basis of what appears to be competent authority, 
may run headlong into opposing views held by the Food and Drug 


@/\dministration. 


The instant decree commenced in the ordinary fashion, by re- 
straining use of specified publications or their equivalent and repre- 
sentations that defendant’s product would cure a specified list of 
diseases and conditions including others not within the allowable- 
claims paragraph, and restraining certain specified typical claims in- 
cluding others not within the allowable-claims paragraph. What is 
new, and a departure for the Administration, is the paragraph of the 
decree dealing with “allowable claims.” This paragraph starts with: 
“the allowable claims that may be made . . . shall be limited to the 
following .. .”; 31 subparagraphs follow which constitute an obvious 
attempt to confine vitamin claims within reasonable bounds. Certain 
statements are permitted so long as necessary qualifications are added ; 
another development within the allowable claims is the use of non- 
specific symptoms so long as “it shall be explained that if any such 
symptom persists it may be a danger signal for serious diseases having 
no relationship to a vitamin or mineral deficiency.” The final sub- 
paragraph is an acknowledgment of the limitations of the injunction 
section, specifying that the allowable claims are not exclusive so long 
as different claims conform to the Act. A subsequent paragraph ts 
an effort by either the government or the court to control future 
written, printed and graphic matter used by the defendant ; the validity 
of such control is doubtful where the Act does not contain such provi- 
sion. The preventive nature of the injunction has a serious handicap 
when a defendant is doubtful as to methods of future compliance; in 
general, the tenor of the above case suggests a real fruition in use of 


the injunction section. 
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Preventive Device 

Probably the most important consideration, as noted by earlier 
courts and the Congressional reports, is the preventive aspect of the 
injunction; prevention, of necessity, will have to include the problem 
of compliance. The theory expounded is that the restraining order 
will cut off unlawful acts at their source. It must be remembered that 
the Act already provides for these same prohibitions that the restrain- 
ing order contains. The injunction must be based upon “for cause 
shown,” including the possibility that future violations will occur, in 
order to justify the preventive nature of the order. The advantage is 
that here we have a finding as to whether past and/or present conduct 
by defendant is a violation which is an improvement over the bare 
Act; however, the criminal and seizure sanctions would result in the 
same finding, in accordance with respective procedural differences. 
When courts make findings that given defendants are violating the 
Act, and issue orders restraining any more interstate shipments in 
violation of the Act, is it more devastating to the legitimate producer 
than a criminal, or—what is more usual—a seizure, proceeding? The 
answer would largely depend upon the factual conditions present. 
Where the disability can be readily corrected the injunction proceeding 
is really of slighter import, unless the authority behind the order 1s 
considered ; and then there are those situations where violations would 
result as a practical consequence of producing goods. However, where 
the conditions present are such that the source of violation is more 
permanent, such as the facilities or the supply offered, a very real 
threat is presented. The government has probed this possibility in 
two well-known cases; in both instances the equipment was standard 
and satisfactory and the defendants had taken positive measures to 
rectify adulteration caused by their source of supply, the dairy farmer. 
It was held in each instance that the measures taken by the defendants 
went to their good faith, but did not override the conclusion that the 
source of supply was still contaminated, and the result was that the 
defendants were enjoined.** A seizure or even a criminal action under 
these more permanent conditions might prompt taking another chance, 
but, under a restraining order, the only practical course would be to 


make what changes are considered necessary. 


*U, §. v. Swift & Company, et al., the facilities were the source o ition 
Kleinfeld and Dunn, Federal Food, Drug, see U. 8. v. Lazere, Kleinfeld and Dunn 
and Cosmetic Act, 1938-1949, p. 449, 53 F. Federal Food, Drug, and Cosmetic Act, 

Pp. 1018: Hygrade Food Products Cor- 1938-1949, p. 451, 56 F. Supp. 730. 

on v. U. 8., 160 F. (2d) 81; where 


, 
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It is possible to construct premises assuming compliance with 
ds 

restraining orders, but consideration of the views previously expressed 
will indicate that compliance must be considered in each determination. 
There are those situations where compliance is practically assured, 
because desired, or because it is easy to comply; another category is 
where compliance is impractical—even though desired—because of the 
type of violation. Another category, discussed in the following pass 
age, might be termed subjective compliance : 

While the ready availability of the statutory injunction aids enforcement by 
facilitating application of a formal sanction, the ultimate value of this sanction 
must be measured in terms of its effectiveness in decreasing statutory violations. 
Theoretically, an injunction’s purpose as a preventive remedy is fulfilled if the 
enjoined party obeys the court’s order. But as one court must have recognized 
when it pursued a late-lamented defendant into purgatory with an injunction issued 


nunc pro tunc, each formal sanction should perform the additional function of de 


terring other would-be violators as well.” To achieve either of these aims, an 


injunction must be followed by effective detection of violations and substantial 
punishment therefor. Fortunately, however, inadequate policing of decrees may) 
be offset to some extent by their psychological impact, which greatly increases 
the remedy’s total deterrent effect.” 

It is readily seen that the great advantage of seizure and criminal 
proceedings is that a retribution is immediately exacted for the viola 
tion, while the injunctive device available under the Act lacks a present 
force. This dependence of the injunction upon future compliance is 
at once its inherent weakness and yet may also be heralded as its unique 
contribution to enforcement of the Act. 

The negative characteristic and prospective application of this 
injunction is demonstrated in the case of Hygrade Food Products Cor 
poration v. U. S“' The trial court entered judgment restraining de 
fendant “from shipping or introducing into interstate commerce any 

products processed at its . . . plant.” It was “further ordered 
that defendant could move to modify the decree after the expiration of 
two years on sufficient grounds. ...” On appeal, the judgment was 
modified and affirmed as modified. The appellate court stated that 
the injunction was preventive and not a penalty for past infractions, 
and that the closing of the door on the defendant for two years was 
arbitrary. It stated: “The injunctional decree should be an ambula 
tory one. It is executory and continuing as to its purpose and should 


be subject to adaptation as events may change.” 


” U. 8. v. Paddock, Kleinfeld and Dunn, Agencies.’’ 57 Yale Law Journal 1023, 1037- 
Federal Food, Drug, and Cosmetic Act, 1038 (1948) 
1938-1949, p. 463, 68 F. Supp. 407; a food " Kleinfeld and Dunn, Federal Food, 
and drug case. Drug, and Cosmetic Act, 1938-1949, p. 468, 


# Comment, ‘“‘The Statutory Injunction 160 F. (2d) 816 
as an Enforcement Weapon of Federal 
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The above remarks are applicable to any preventive device and 
fall within traditional equitable views. Subsequently, the court con- 
sidered the provision barring any product, and thought that it was 
conceivable that the defendant could ship products without violating 
the Act and stated that “the injunction should forbid only the acts 
which are prohibited by the statute. It should not prohibit the ship- 
ping or introducing of pure products into interstate commerce.” There- 
fore, it can be seen that the scope of the order is permanently tied to 
the prohibited acts of Section 301, and, following the interpretation in 
the Hygrade case, the court lacks discretion to impose drastic restraints 
beyond the wording of the Act. After the entering of a restraining 
order, the defendant is free to ship nonviolating products into interstate 
commerce. This limitation requires extensive policing and necessi- 
tates dependence to a great extent upon any psychological value this 
injunction possesses. There can be but little question that the psycho- 
logical value of the injunction will produce beneficial results from 
service as a type of notice to enjoined parties. 


Values to Be Recognized 


In résumé it should be recognized that the restraining order avail- 
able under the injunction section is not, like its historical counterpart, 
ready to reach out over and above inadequate legal remedies in pro- 
tecting the public interest; rather, its purpose is to be complementary 
to the legal methods of seizure and criminal process as a standard 
regulatory procedure. 

The injunction is limited in application because of the very ade 
quacy of the seizure and criminal remedies. It is not stronger than 
these remedies, whether considering seizure as “the price of doing 
business,” which can be very expensive, or analogizing the injunction’s 
authority to the authority of the criminal sanction. The value of the 
injunction is in its aid to administration—by depending upon it in 
appropriate circumstances—,, its collateral use with the seizure remedy, 
its recent application as a touchstone to guide defendant’s future 
conduct, its effective application to guard against the prospective 
“long-range” violations and, concerned in all instances, its psycho 
logical effect as a judicial warning. [The End] 





“Good law means good order.’ 
Aristotle, Rhetoric 
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Canada's Chief of Laboratory Services of Its Food and Drug 
Divisions Explains the Means By Which His Country Regulates 
Endocrine and Related Products Under the Food and Drugs Act 





UTHORITY IN CANADA for the regulatory control of endocrine 

and related preparations is provided under Section six, subsection 
three and four of the Food and Drugs Act, which states in part, under 
subsection three: “Notwithstanding anything contained in subsec- 
tions one and two of this section, the Governor in Council may make 
regulations respecting any or all of the drugs mentioned or described 
in Schedule B to this Act, (a) prescribing standards of quality and 
potency, (b) defining official methods for biological testing, (c) pro- 
viding for the licensing of manufacturers preparing drugs mentioned 
or described in Part II and III of Schedule B, (d) providing for the 
inspection of premises, equipment and technical qualifications of the 
staff of manufacturers preparing drugs mentioned or described in 
Part Il and III of Schedule B.” 

Under subsection four it states: “Any drug mentioned or de- 
scribed in Schedule B to this Act shall be deemed to be adulterated 
if it has not been manufactured, tested and labelled in accordance with 
the regulations made by the Governor in Council under this section, 
or if it differs in quality or potency from the standard for such drugs 
established by such regulations.” The relevant part of Schedule B 
states under Part I: “Hormones, including sex hormones, and prep- 
arations thereof; any animal tissue preparation, or any synthetic drug, 
purporting to have physiological action similar to that of a hormone; 
drugs containing any of the foregoing.” 

Under Part II are included drugs of natural or synthetic origin 
(1) that are not hypodermic tablets, (2) that purport to be sterile, 
and (3) that are intended for parenteral use, including application to 
open wounds, alone or with added solvent, diluent, preservative or 


other substances. 
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It is noted that Part I of Schedule B specifically mentions hor- 
mone preparations without indicating the method of administration, 
while Part II is all-inclusive for drugs (except hypodermic tablets) 
that purport to be sterile and are intended for parenteral use. Re- 
ferring back to Section six, subsection three of the act, it is noted 
that authority is provided for prescribing standards of quality, potency, 
and defining official methods of biological testing for any or all of 
the drugs mentioned in Schedule B, while authority is provided for 
the licensing of manufacturers preparing drugs mentioned or de- 
scribed in Parts II and III of Schedule B. 


On the basis of the foregoing, regulations were promulgated for 
the control of both oral and parenteral preparations of sex hormones 
under Part I of Schedule B to the act, while injectable liver-extract 
preparations, insulin preparations and anterior pituitary preparations 


were included under Part II of Schedule B of the act. 


Sex Hormone Preparations 


Sex hormone preparations are defined in the regulations to include 
all synthetic or natural products purporting to have oestrogenic, 
androgenic, gonadotrophic, or progestational properties and any drug 
consisting in whole or in part of sex gland tissue. The provision of 
reference standards for these preparations has been a difficult problem. 
\t the time physiologically active sex hormore preparations were 
introduced for sale on the Canadian market most manufacturers ap- 
peared to be satisfied in expressing the potency of the product in 
terms of animal units, with little regard to the design of the test, 
dosage response relationships, precision, reference standard or any 
means of regulatory control of the activity of the product. 
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Some manufacturers used small animals, others large animals, 
depending on the method of assay used, and possibly there was a com- 
petitive element for the greater number of units per dose. The chaotic 
state of affairs was well summed up by Professor Burn of Oxford 
University when he stated that “the field of tame laboratory animals 
has been nearly exhausted and it remains now for the bolder spirits 
to discover methods in which a lion or elephant unit may be described.” 

With the introduction of better methods of assay and more re- 
fined methods of manufacture, crystalline preparations appeared on 
the market, and in 1933 action was taken by the Permanent Commis 
sion on Biological Standardization of the League of Nations Health 
Organization to establish an international reference standard for 
oestrus-producing hormone. Later, international reference standards 
were established for benzolated preparations of the oestrus-producing 
hormone, progestational hormone and gonadotrophic hormones. Un 
fortunately the Permanent Commission on Biological Standardization, 
now the Expert Committee on Biological Standardization under the 
World Health Organization, was unable to maintain its original ac 
tivity in this work during World War II, and preparations and de 
rivatives of the sex hormones appeared on the market for which no 
recognized reference standards were available. In a number of 
instances the necessity of a reference standard is questionable because 
satisfactory chemical methods of assay and identification tests have 
been developed to permit adequate control of the product. 

In order to provide a means of control of this rapidly advancing 
field of endocrine products it was deemed necessary, in the absence of 
international or recognized reference standards, to include in the regu 
lations the following requirements: 

Subject to these regulations the potency of a sex hormone shall be stated, 
where applicable in terms of the International Standard or in terms of the 
Canadian Reference Standard and in either case, shall be determined by the 
method employed in the Food and Drug Laboratories, but when neither of these 
standards exist, the manufacturer of sex hormone products shall (a) submit a 
suitable quantity of the product to be used as a Canadian Reference Standard 
for checking the uniformity of the product, or (b) where stable standards cannot 
be furnished by the manufacturer, include with every package of the sex hormone 
details of the unit of potency and the method of assay used 

Manufacturers have been very cooperative in submitting suitable 
quantities of their product to use as a reference standard at the time 
of introducing it to the trade. In order to reduce the multiplicity of 
standards which might arise from such a regulation, working arrange- 
ments have been agreed to with the manufacturers on the adequacy 


— 
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of standards available for their product. At present there are very 
few sex hormone products on the market for which stable standards 
cannot be furnished by the manufacturer, and the necessity of giving 
the details of the unit of potency with every package is rapidly disap 
pearing. The problem of adequately describing the unit of potency 
for products currently described as oestrogenic substances, and pre 
pared as a concentrate of human or equine pregnancy urine, has not 
been solved to date. In the absence of significant amounts of material, 
considered by most authorities not to occur naturally in the urine, the 
stand has been adopted that the potency of these products is best 
lescribed with reference to the International Standard Oestrone. 


Dried Gland Preparations 


[t is noted that the definition of sex hormones includes any drug 
consisting in whole or in part of sex gland tissue. This refers par- 
ticularly to the dried gland preparations of ovary, testis, etc. Naturally, 
no reference standard for such preparations can be established. In 
the experience of most authorities, these products are devoid of any 
physiological activity ascribed to sex hormones and in order that the 
label be informative to the consumer, the following regulation has 
been made: “No person shall sell any sex hormone consisting in whole 
or in part of sex gland tissue and for which no standard of potency 
exists, unless the label of every package thereof carries legibly and 
conspicuously the statement: “The sex gland tissue [or extract, as the 
case may be] in this preparation has no known therapeutic sex hor 
mone action’.” 


With the advent of potent preparations on the market it has been 
found that most manufacturers are desirous of eliminating these dried 
gland items from their list of pharmaceuticals and have gladly adopted 
this labeling requirement. The manufacturers of these products are 
not required to include the caution on the label that the product is to 
be used only on the advice or prescription of a physician as is the case 
with the potent sex hormone preparations. The claims made to the 
general public for the dried gland preparations are also limited by the 
introduction of disorders of menstrual flow and “disorders of the pros 
tate” to Schedule A of the act. The latter states: “No person shall 
import, offer for sale, or sell any food or drug represented by label 
or advertisement to the general public as a treatment of the diseases, 
disorder or abnormal physical status named or included in Schedule A 
to the Act or any amendment to such Schedule.” At one time dried 
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gland products and preparations thereof were advertised for nearly 
every ailment below the navel, but this type of public announcement 
is rapidly disappearing. 

Cosmetic preparations containing sex hormones have been intro- 
duced recently to the trade. It did not appear practical to require the 
cautionary statement: “to be used only on the advice or prescription 
of a physician” on the label of these products. However, in the in- 
terest of the consumer, and in the light of our present knowledge of 
the action of sex hormones, it was considered advisable to limit the 
amount of sex hormone prescribed by the manufacturer. Therefore, 
the following regulation was made to take care of these products: “No 
person shall sell a preparation manufactured for use as a cosmetic 
containing a sex hormone purporting to have oestrogenic properties, 
unless demonstrated to be free from systemic effect of sex hormones, 
and unless the label of every package thereof carries legibly and con- 


spicuously the statement: ‘Use only as directed’, and directions for use.” 


Ruling on Potency 

These preparations are recommended by cosmetic manufacturers 
in terms of one month’s supply. An administrative ruling has been 
made on an upper limit of potency for one month’s supply. It is the 
opinion of most authorities that no systemic effects are evident when 
this upper limit is administered by inunction over a period of one 
month. It did not appear desirable in the light of present knowledge 
of the action of oestrogens to state an upper limit in the regulations 
because such would tend to indicate approval and freedom from any 
undesirable side effects. Preparations labeled to contain amounts of 
oestrogens in excess of the upper limit are considered in the class with 
sex hormones used for therapeutic purposes, and must carry the cau- 
tionary statement: “To be used only on the advice or prescription of 
a physician.” This is considered the most desirable action in the light 


of our knowledge of the properties of the oestrogens. 


Injectable Liver-Extract Preparations 
As indicated above, these preparations are included under Part I] 
of Schedule B to the act, where authority is provided for the licensing 
of the manufacturer. Regulations governing the general requirements 
for licensing are set forth in detail. These include the inspection of 


the manufacturer’s plant, the maintenance of control under a respon 


sible qualified person, the keeping of records of manufacture, testing, 
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disposition and distribution, the testing of the product for sterility, 
and, where applicable, testing for identity, safety and pyrogens. Spe- 
cific regulations for liver-extract injectable follow the general require- 
ments of licensing. 

Until very recently no satisfactory method of assay for this prod- 
uct, other than using patients suffering from pernicious anemia, has 
been described. Recent evidence indicates that the vitamin B,, po- 
tency of liver extract follows the antipernicious anemia activity very 
closely, although no direct correlation has been made. As of necessity 
the testing of liver extracts has been more on a qualitative than quanti- 
tative basis. The Anti-Anemia Preparations Advisory Board of the 
United States Pharmacopoeia has described a method and has given 
guides to estimate potency. The Food and Drug Divisions adopted 
this method of assay, except that the unit was defined as one seventh 
(1/7) the weekly dose of extract administered intramuscularly under 
adequately controlled conditions, which is required to produce a satis- 
factory hematopoetic and clinical-response in pernicious anemia. This 
alteration in the dosing schedule was made on the advice of clinicians 
experienced in this work to facilitate weekly rather than daily injec 
tions, as required by the Anti-Anemia Preparations Ady isory Board 
of the U. S. P. 

Manufacturers Formerly Disinterested 

Before the regulations for these preparations were made there was 

evidence that manufacturers were maintaining a continual check 
of the activity of their product. Manufacturers who were distributing 

product obtained in bulk from another manufacturer did not appear 
to take an interest in finding out if the product they were distributing 
vas tested. A further disturbing factor was the method of indicating 
potency. Some manufacturers distributed individual preparations la- 
beled from one unit to 20 units, while others went one step further 
and distributed preparations using fractional units, e. g., 3.3, 7.5, ete. 
[t is obvious that the method of assay does not permit any such pre- 
ision, as the subdivision in expressing potency would imply. In order 
to obtain potency evaluations nearer reality, regulations were made 
limiting the potency to products containing two units, or ten units, or 
fifteen units per cubic centimeter. Possibly the expressions “mitis” 
and “fortis” would be nearer reality in relation to the method of assay, 
but the above dosage units had become traditional in the trade and ‘it 
did not appear desirable to disturb it by introducing another designa- 


tion of potency. 
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In order to ensure that manufacturers maintained a check on their 
product, the following regulation was included in the requirements: 

Every manufacturer of liver extract injectable shall submit to the Minister, 
on forms supplied by him, details of the method of manufacture and protocols 
of tests performed by a method acceptable to the Food and Drug Laboratories, 
and tests shall be carried out with different lots of the drug, that have been 
prepared in identical manner on at least three patients, and such tests shall 
demonstrate to the satisfaction of the Minister that the liver extract injectable 
has the potency claimed; and no manufacturer shall sell liver extract injectable 


unless the information is supplied; (a) before a license is granted, (b) every two 


vears from current lots and (c) when alterations are made in the method of 


manufacture. 

No serious difficulties have been encountered in enforcing these 
regulations. At times, manufacturers have had difficulties in obtaining 
satisfactory patients for assay purposes, but in general the intent of 
the regulations has been complied with very well. In addition, manu 
facturers preparing their products from bulk shipments have indi- 
cated a keener interest in the bulk product they were receiving. The 
regulations naturally limit the manufacture (which includes filling the 
vials and ampoules) of this product to those manufacturers who have 
adequate facilities for preparing parenteral preparations. Some manu 
facturers have found it difficult to comply with the general requirements 


of licensing. 


Insulin Preparations 

The general requirements covering insulin and the various modi 
fied insulin preparations are similar to those for liver-extract injectable. 
The manufacturer operates under a license from the Department of 
National Health and Welfare. The specific regulations are similar 
to those described in the United States Pharmacopoeia with the excep 
tion that no certification of the product is made by the Food and Drug 
Laboratories. In this connection the regulations require that no per 
son shall sell insulin preparations unless the manufacturer has sub 
mitted to the Chief Dominion Analyst protocols of assay for each 
master lot of insulin, and has submitted the results of the various 
specifications and identification tests prescribed. In each case these 
submissions shall be acceptable to the Minister. It has been tradition 
with the manufacturers of insulin preparations that the product is 
assayed at the master-lot level and the final batch is distributed on the 
basis of an identification test. Apparently, the cost of assaying the 
product precludes an assay of the product as distributed. The regula 


tions require the manufacturer to submit samples of the first finished 
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lot from the master lot, and checks have been performed showing 
satisfactory agreement with the protocols submitted. 


Anterior Pituitary Preparations 

Regulations for these products were introduced recently with the 
advent of ACTH on the market. Prior to this time the limited distribu- 
tion of anterior pituitary preparations did not appear to warrant spe- 
cific regulations. 

The authority for these regulations is similar to that for liver 
extract and insulin preparations in that they come under Part II of 
Schedule B to the act. Anterior pituitary extracts have been defined 
to include all natural products, prepared from the anterior lobe of the 
pituitary gland of animals, having physiological properties associated 
with the hormones of the anterior pituitary gland. Reference stand- 
ards presented a problem at the time the regulations were drawn up 
because the only international reference standard established for an- 
terior pituitary preparations was for the lactogenic hormone, prolactin. 
Since that date, the Expert Committee on Biological Standardization 
of the World Health Organization has established an international 
standard for the adrenocorticotrophic hormone, ACTH, and are pro- 
ceeding to establish reference standards for the thyrotrophic and 
growth hormone of the anterior pituitary. 

Provision is made in the regulations for reference standards as 
follows: 

Reference standards for anterior pituitary extracts shall be (a) the Inter- 
national Standard, (b) where no International Standard exists, the Canadian 
Reference Standard shall be that established and kept in the Food and Drug 
Laboratories and (c) where neither International Standard nor a Canadian 
Reference Standard exists, a provisional reference standard that shall be a 
suitable quantity of the product submitted by the manufacturer to the Food and 
Drug Laboratories for checking the uniformity of the product 

In order to insure that only relatively purified preparations of 
anterior pituitary extracts appear on the market, a requirement is in- 
cluded which states that: No person shall sell, as such, adrenocortico- 
trophic hormone, growth hormone pituitary, lactogenic hormone or 
gonadotrophic hormone that is not acceptably free from any anterior 
pituitary extract other than the one for whith it is named. No definite 
Specifications can be established at present for purity or limits of 
activity in a specific preparation. However, the above regulations 


allow the Division to exercise administrative rulings to ensure that 
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crude preparations do not appear on the market, and sets purity at a 
level which good manufacturing practices can meet. 

The regulations do not restrict the sale of mixtures of two or more 
anterior pituitary hormones, but for such mixtures the label must 
carry a declaration of the name and amount of each component of the 
mixture. Other labeling requirements include a statement of the 
species of animal from which the glands used in the preparation of the 
anterior pituitary extract was obtained, and a statement that the prep- 
aration is to be used only on the advice or on the prescription of a 
physician. 

These regulations have been in force since May 24, 1950, and it is too 
early to say how applicable they are to preparations on the market. 
Thus far, no difficulties have been encountered with manufacturers’ 
compliance with the provisions outlined. [The End] 





Energy of the People 


“According to the pluralist principle everything in the body 
politic which can be brought about by particular organs or socie 
ties inferior in degree to the State and born out of the free 
initiative of the people should be brought about by those par- 


ticular organs or societies. 


“Vital energy should unendingly rise from the people within 
the body politic. In other words, the program of the people 
should not be offered from above to the people, and then accepted 
by them; it should be the work of the people. 


“This means that at the very bottom, at a level far deeper 
than that of the political parties, the interest and initiative of the 
people in civic matters should begin with an awakening of 
common consciousness in the smallest local communities and 
remain constantly at work there. . . . Those activities of spon- 
taneous growth are for the people indirect but efficacious means 
of supervising or controlling the democratic State.”—Jacques 


Maritain in The Commonweal, February 2, 1951. 
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The Food Law Institute, Inc. 


A Summary of the Second Annual Report by the Presi- 
dent, Charles Wesley Dunn, on June 5, 1951, to Be 
Issued Shortly in a Comprehensive Printed Form 








f bane REPORT briefly explains the state of The Food Law Insti- 
tute, Inc., and the progress made by it since its first annual meet- 
ing on May 23, 1950. 


MEMBERS: The Institute has founder and sustaining members, 
who are food and related manufacturers. The founder members are 
the major ones. For they principally finance the Institute and are 
represented on its governing board and lawyers advisory committee. 
The sustaining members are other contributors to the Institute. 


The Institute lost no members in the past year; and it then added 
five new founder members. They are: American Home Foods, Inc., 
Kraft Foods Company, Libby, McNeill & Libby, Safeway Stores, Inc., 
and Standard Brands Incorporated. 


The complete list of members is now as follows: 


TWENTY-NINE FOUNDER MEMBERS 


\merican Can Company Huron Milling Company 
\merican Home Foods, Inc. Kellogg Company 
\nheuser-Busch, Inc. Kraft Foods Company 
Beech-Nut Packing Company Libby, McNeill & Libby 
Burnham & Morrill Company Thomas J. Lipton, Inc. 
California Packing Corporation McCormick & Co., Inc. 
Continental Baking Company Owens-Illinois Glass Company 
Continental Can Company Pillsbury Mills, Inc. 

Corn Industries Research Foundation The Quaker Oats Company 
lhe Drackett Company Safeway Stores, Inc. 

Flako Products Corporation The Seven-Up Company 
General Foods Corporation Standard Brands Incorporated 
General Mills, Inc. Swift & Company 

Gerber Products Company Wesson Oil & Snowdrift Company 


Wm. Wrigley Jr. Company 


FIVE SUSTAINING MEMBERS 


lhe Great Atlantic & Pacific Tea Com- Federal Carton Corporation 
pany Keratene Company, Inc. 
California Vegetable Concentrates, Inc. William J. Stange Company 
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The officers remain as follows: 
William M. Robbins, Chairman 
Vice President, General Foods Corporation 

William T. Brady, Vice President 
Vice President, Curn Products Re 
fining Company 

Guy W. Sharpe, Secretary and Treasurer 
Vice President and Secretary, Beech- 
Nut Packing Company 


OFFICERS: 


Charles Wesley Dunn, President 
Chairman, Division of Food, Drug 
and Cosmetic Law in American 
Bar Association 

Watson H. Vanderploeg, Vice President 
President, Kellogg Company 

BOARD OF TRUSTEES: The Institute is governed by a board of 
trustees. It includes representatives of founder members, appointed 
by them and interested representatives of the public, elected by the 
board. In the past year the new founder members appointed their 
representatives on the board and it elected eight additional public 
members. 
and North Carolina Universities, the dean of the public health school 
at Pittsburgh University, the retiring United States Commissioner of 

Food and Drugs, the current president of the Association of Food and 

Drug Officials of the United States, the secretary of the Council on 

Foods and Nutrition in the American Medical Association, and the 

executive secretary of The Nutrition Foundation, Inc. 


THIRTY REGULAR TRUSTEES 


C. S. Bridges, Vice President, Libby, Leslie N. Perrin, 
McNeill & Libby Mills, Inc. 
John N. Curlett, Vice President, Mc- A. Q. Peterson, President, Wesson Oil 
Cormick & Co., Inc. & Snowdrift Company 

E. L. Dosch, Executive Vice President, Philip W. Pillsbury, President, Pills- 
American Home Foods, Inc. bury Mills, Inc. 

Roger Drackett, President, The Drackett G. C. Pound, Executive Vice President, 
Company Kraft Foods Company 

E. R. Elwell, Vice President, Burnham Smith L. Rairdon, Vice President, Owens- 


They are: the deans of the law schools at Duke, Emory 


President, General 


& Morrill Company 

Gceorge Faunce, Jr., General Counsel, 
Continental Baking Company 

T. C. Fogarty, Vice President, Conti- 
nental Can Company 

Dan F. Gerber, President, Gerber Prod- 
ucts Company 

C. W. Griffin, Jr., Vice President, Cali- 
fornia Packing Corporation 


Illinois Glass Company 

George W. Ross, President, 
Milling Company 

W. C 
American Can Company 

John T. Tabor, General Counsel, The 
Seven-Up Company 

A. von Gontard, Vice President, An- 
heuser-Busch, Inc. 


Huron 


Stolk, Executive Vice President, 


R. R. Holcomb, Vice President, Wm. L. A. Warren, President, Safeway Stores, I 
Wrigley Jr. Company * Ine. 

O. E. Jones, Vice President, Swift & Henry Weigl, General Counsel, Stand- 
Company ard Brands Incorporated £ 

Donold B. Lourie, President, The Quaker C. I. Wood, Executive Vice President, | 


Oats Company 
Arthur McCallum, Chairman of Board, 
Flako Products Corporation 


Thomas J. Lipton, Inc. 


: 
4 








on 


nt, 


‘he 


\l- 


nd- 


nt, 





‘ 


eli 


rHE FOOD LAW INSTITUTE, INC. 


PAGE 543 


TWENTY-ONE PUBLIC TRUSTEES 


Henry P. Brandis, Jr., Dean; University 
of North Carolina School of Law 


Paul Brosman, Dean, Tulane University 


College of Law 

Donald K. David; Dean, Harvard Uni- 
versity Graduate School of Busi- 
ness Administration 

Paul B. Dunbar, formerly United States 
Commissioner of Food and Drugs 

Shelden D. Elliott, Dean, University of 
Southern California School of Law 

ludson F. Falknor, Dean, University of 
Washington School of Law 

\lbert J. Harno, Dean, University of 
Illinois College of Law 

Harold C. Havighurst, Dean, North- 
western University School of Law 

William M. Hepburn, Dean, 
University School of Law 

loseph A. McClain, Jr., Dean, Duke 
University School of Law 

Russell D. Niles, Dean, New York Uni- 


versity School of Law 


Emory 


lhomas Parran, Dean, University of 


Pittsburgh Graduate School of Pub- 
lic Health 


Maynard E. Pirsig, Dean, University 


of Minnesota School of Law 


William L. Prosser, Dean, University 
of California School of Jurispru- 
dence 

Ole Salthe, Executive Secretary, The 
Nutrition Foundation, Inc. 

Leonard A. Scheele, Surgeon General, 
United States Public Health Service 

James S. Simmons, Dean, Harvard Uni- 
versity School of Public Health 

Carl B. Spaeth, Dean, Stanford Uni- 

versity Law School 


Ernest L. Stebbins, Director, Johns 
Hopkins University School of Pub- 


lic Health and Hygiene 


T. E. Sullivan, President, Association 


of Food and Drug Officials of the 
United States 


James R. Wilson, Secretary, Council on 


Foods and Nutrition, American 


Medical Association 


LAWYERS ADVISORY COMMITTEE: The Institute has a lawyers ad- 


visory committee. 


It includes representatives of founder members, 


appointed by them, and interested representatives of the public, named 


by the board. 


In the past year the new founder members appointed 


their representatives on the committee and the board named one addi- 


tional member. 


He is Charles A. Adams, Director of the Food Stand- 


ards and Labelling Division, United Kingdom Ministry of Food. 


The complete list of members is on page 544. 


INCOME AND EXPENSE: The 


regular member contributions and additional individual gifts. 


Institute 


derives its income from 


In the 


hrst year its income was about $39,000 in contributions and $10,000 in 


gifts, or a total of $49,000. 


The gifts were: $5,000 from the Flako 


Products Corporation and $5,000 from the Beinecke Foundation. In 


the second year its income increased to $42,600 in contributions and 


(Continued on page 545.) 
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THIRTY REGULAR MEMBERS 


Bradshaw Mintener, Chairman 
Vice President and General Coun- 
sel, Pillsbury Mills, Inc. 
Dana T. Ackerly, Counsel, National- 
American Wholesale Grocers’ Assn. 
Member of Breed, Abbott & Morgan 
H. Thomas Austern, Counsel, National 
Canners’ Association 
Member of Covington & Burling 
James M. Best, General Counsel 
The Quaker Oats Company 
Frank T. Dierson, Assistant General 
Counsel 
Grocery Manufacturers of America, 
Inc. 
W. E. Fairbanks, General Counsel 
Thomas J. Lipton, Inc. 
H. Bartow Farr, Counsel, Continental 
Can Company 
Member of Willkie, 
Gallagher & Walton 
Fred E. Fuller, General Counsel, Owens- 
Illinois Glass Company 
Member of Welles, Kelsey, Fuller, 
Harrington & Seney 
George Faunce, Jr., General Counsel 
Continental Baking Company 
Frank H. Hall, Counsel 
Huron Milling Company 
Edwin L. Harding, General Counsel 
Kellogg Company 
John R. Henry, General Attorney 
American Can Company 
Lyndle W. Hess, General Attorney 
Libby, McNeill & Libby 
Dwight D. Ingamells, Counsel, Anheuser- 
Busch, Inc. 
Member of Shepley, Kroeger, Fisse 
& Ingamells 


Owen, Farr, 


SIX PUBLIC 

Charles A. Adams, Director, Food Stand- 
ards and Labelling Division, United 
Kingdom Ministry of Food 

R. E. Curran, Legal Adviser, Canadian 
Department of National Health and 
Welfare 

William W. Goodrich, Senior Attorney, 
Office of General Counsel, Food and 


Drug Division, Federal Security 


Agency 


Marshall P. Madison, Counsel, California 
Packing Corporation 
Member of Pillsbury, Madison and 
Sutro 
Michael F. Markel, Counsel 
Corn Industries Research Foundation 
Samuel A. McCain, General Counsel 
Corn Products Refining Company 
Gilbert S..McInerny, General Attorney 
American Home Foods, Inc. 
Hugo Mock, Counsel, The Toilet Goods 
Association 
Member of Mock and Blum 
Robert C. Palmer, President 
Flako Products Corporation 
Milton L. Selby, General Counsel 
Safeway Stores, Inc. 
Judge Walter M. Shohl, Counsel, The 
Drackett Company 
Member of Dinsmore, Shohl, Saw- 
yer & Dinsmore 
George H. Sibley, Vice President and 
General Attorney, E. R. Squibb & Sons 
Erwin P. Snyder, Counsel, Kraft Foods 
Company 
Member of 
Fagerburg 
William N. Strack, General Counsel 
Swift & Company 
John T. Tabor, General Counsel 
The Seven-Up Company 
E. K. Thode, Vice President and Se: 
retary and General Counsel 
General Mills, Inc. 
L. E. Waterbury, Genera] Counsel and 
Secretary, General Foods Corporation 
Henry Weigl, General Counsel 
Standard Brands Incorporated 
Edward Brown Williams, formerly Prin- 
cipal Attorney, United States Food 
and Drug Administration 


MEMBERS 

J. W. Holloway, Jr., t 3 
of Legal Medicine and Legislation, 
American Medical Association 

W. T. Kelley, General Counsel, Federal 
Trade Commission 

Vincent A. Kleinfeld, Head of General 
Regulations Unit, Criminal Divi 

United States Department 


Justice 


Chadwell & 


Snyder, 
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(Continued from page 543.) 

$14,535 in gifts, or a total of $57,135. The gifts were: $5,000 from the 
Flako Products Corporation, $5,000 from the Beinecke Foundation, 
$2,500 from the American Pharmaceutical Manufacturers’ Association, 
$1,885 from Sasson-King, Inc., $100 from Ole Salthe, and $50 from S. 
3arksdale Penick, Jr. All such gifts were unrestricted, except that the 
\PMA gift was made to finance a 1951-52 fellowship in the New York 
University food law program underwirtten by the Institute; and that 
the Sasson-King gift was made to help underwrite the Institute’s re- 
search study of the modern nutrition law, by Dr. James R. Wilson. 
Consequently these two gifts are in special reserves accordingly. The 
remaining gifts are in a general research publication reserve, which 
has been increased to over $35,000, by transfers from regular income. 
In addition to these reserves the Institute has an operating balance of 
approximately $1,500, at the close of its second year. It is noted that 
on May 15, 1951, the U. S. Treasury Department ruled that all contri- 
butions to the Institute are a deductible expense under the Federal 
Income Tax Law. 

As to the expense of the Institute: it is in the extraordinary posi- 
tion of having no executive expense. For it is located in the offices of 
its president and its officers receive no compensation; but it does em- 
ploy an administrative secretary to the president. Consequently the 
Institute uses nearly all income for its program. The major expenses 
thus incurred are its grants to underwrite the NYU food law program, 
which have averaged about $22,000 a year, and its grants to underwrite 
research books, which increased from $1,600 in the first year to over 
$10,000 in the second year. This increase was mainly due to the cost 
of publishing its first research book. 


OBJECTIVES AND PROGRAM: The Institute is a wholly public or- 
ganization exclusively dedicated to public service. It has two ob- 
jectives. They are first, basic research and, secondly, basic education 
in the food law, for its constructive development beneficial to the na- 
tional welfare. This law is here broadly construed to include the tra- 
ditionally associated drug law, the added cosmetic law, and other 
directly related laws. The Federal Food, Drug, and Cosmetic Act is 
the major statute. 


Hence the Institute’s program is designed to implement these ob- 
jectives and it is hereinafter described in detail. The United States 
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Food and Drug Administration approves this program and its highest 
officers and attorneys actively cooperate in it. It is also approved by 
the Canadian Department of National Health and Welfare, whose legal 
adviser participates in it; and by the United Kingdom Ministry of 
Food, whose food standards and labeling director likewise participates 
in it. Furthermore this program is endorsed by the Association of 
Food and Drug Officials of the United States and the Division of Food, 
Drug and Cosmetic Law in the American Bar Association. 


The Institute also engages in other pertinent action. The first is 
action to supervise the Foop DruG Cosmetic Law JOURNAL, now 
published in association with the Institute which underwrites a part 
of its editorial expense. The second is action to promote national 
uniformity of the food law; and I urged it at the recent annual meeting 
of the Association of Food and Drug Officials of the United States. 
The third is action to promote international uniformity of the food 
law; and the Institute is developing it between the United States, 
Canada and the United Kingdom, in cooperation with the Division of 
Food, Drug and Cosmetic Law in the American Bar Association. | 
advocated this uniformity at official and industry food law meetings in 
London, last June; and I will again do so at the II*™* Congres 
International de la Conserve in Paris, next October. 


RESEARCH PROGRAM: This program is to publish a series of basic 
research compilations and studies of the food law, which will create a 
library of authoritative reference books on it. This is an original and 
unique program of great value, since it will provide fundamental 
knowledge and practical information required to use and improve this 
law. It is a long-range program, which must be slowly and progress- 
ively developed ; and it presents the difficulty of securing editors and 
authors, who are able and willing to cooperate here. Moreover it is 
an expensive program, because the Institute must underwrite its cost 
to the following extent. A preparation grant is made to each author 
or editor, which amounts to at least $1,000 a book; and a publication 
grant is made to the publisher, which is calculated at the rate of $3.00 
a page. All books will be published by the Commerce Clearing House, 
Inc., a foremost law publisher, in the distinctive format of a “Food 


Law Institute Series.” 


The first book in that series was recently published, which runs 
to nearly 1,450 pages. It is a compilation of all administrative reports 
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under the original Federal Food and Drugs Act of 1906 and the suc- 
ceeding Federal Food, Drug, and Cosmetic Act of 1938, from 1907 
through 1949, with a research index by an attorney of the United 
States Food and Drug Administration. Dr. Paul B. Dunbar, then 
United States Commissioner of Food and Drugs, wrote an historic 
introduction to it; and the Institute takes pride in the fact that its first 
book has this distinguished sponsor. It is a reference book of basic 
and permanent value. For these acts constitute our key national food 
and drug law; and the annual reports under it are the only source of 
complete official data on its administration. The first 100 copies were 
made a special author’s edition, signed by Dr. Dunbar; and they were 
presented to the trustees and advisers of the Institute. This plan will 
be followed in the case of each additional book. 


The second book will be published in September. It is an anno- 
tated compilation of all administrative and judicial action under the 
Federal Food, Drug, and Cosmetic Act, from May, 1949, to January, 
1951, which is edited by Vincent A. Kleinfeld (food law attorney of 
the United States Department of Justice) and myself. This book sup- 
plements our previous one on such action to May, 1949. They are 
reference books of large practical value to all dealing with this act and 
for university instruction in it. The first book has been used as a text- 
book in the NYU food law program; and the Institute will provide 
copies of both books for university instruction in this act, in coopera- 
tion with it. 


The other research compilations now under preparation (except as 
indicated) are as follows: 

(1) An annotated compilation of the general State food, drug and 
cosmetic laws, edited by Franklin M. Depew (of counsel for Standard 
Brands Incorporated). It is scheduled for publication in 1952. 

(2) An annotated compilation ' of the speosal State food, drug and 
cosmetic laws, in two volumes, edited by Wayne D. Hudson (Assistant 
Professor at the Stanford University Law School, in charge of its under- 
graduate food law program in cooperation with the Institute). The 
date of its publication is uncertain. 

(3) An annotated compilation of the food, drug and cosmetic laws 
of the British Commonwealth of Nations, in two volumes, edited by 
Robert E. Curran, K. C. (Legal Adviser to the Canadian Department 


‘The preparation of this compilation will 
begin in the fall; and the first volume will 
deal with the food laws. 
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of National Health and Welfare). The first volume on the Canadian 
laws is scheduled for publication in 1952. It is uncertain when the 
second volume will be published. 

(4) An annotated compilation of the continental European food, 
drug and cosmetic laws translated into English, in one or two volumes, 
edited by John Ward Cutler (Legal Adviser to the Food and Agricul- 
ture Organization of the United Nations, which is cooperating in 
securing the material for this publication). The date of its publication 
is uncertain. 


The research studies now under preparation (except as indicated) 
are as follows: 

(1) A study of the modern nutrition law, written by Dr. James 
R. Wilson (Secretary of the Council on Food and Nutrition of the 
American Medical Association). It is scheduled for publication in 1952. 

(2) A studv * of the Federal and State food standards law, written 
by Michael F. Markel (formerly an attorney in the United States Food 
and Drug Administration and its presiding officer in important food 
standard hearings). It is scheduled for publication in 1953. 

(3) A study of Federal and State action on chemical additions to 
food, written by Edward Brown Williams (formerly principal attorney 
in the United States Food and Drug Administration). It is scheduled 
for publication in 1953. 

(4) A study of the constitutionality of the food, drug and cos- 
metic law, written by Thomas W. Christopher (Assistant Professor 
at the Emory University Law School, in charge of its undergraduate 
food law program in cooperation with the Institute). The date of its 
publication is uncertain. 

(5) A study of the history of the national food, drug and cosmetic 
law, written by myself. Its preparation will require several more years. 

(6) A study of the bibliography of the food, drug and cosmetic 
law, written by Julius J. Marke (Librarian of the New York University 
Law School). The date of its publication is uncertain. 

(7) A study of the food, drug and cosmetic product liability law, 
written by William J. Condon (of counsel for Swift & Co.). It is 
scheduled for publication in 1953. 


The mere statement of these additional research. books suffices to 
indicate their basis significance and value; and their list will be duly 





2 The preparation of this study will begin 
later in 1951. 
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extended. The compilation by Professor Hudson and the studies by 
Professor Christopher and Messrs. Markel and Condon were scheduled 
during the past year. The Institute intended to publish a legislative 
annotation of the Federal Food, Drug, and Cosmetic Act, but it has 
been indefinitely postponed. The Institute plans to publish a dis- 
tinctive manual of food industry sanitation, edited by Charles A. Clark 
(Sanitation Coordinator of the General Foods Corporation). The In- 
stitute further plans to publish major studies of the Federal Food, Drug, 
and Cosmetic Act and also a compilation of the Latin American food, 
drug and cosmetic laws. 


EDUCATIONAL PROGRAM: This program is to secure basic instruc- 
tion in the food law by university law schools, to the indicated and 
available extent; and also appropriate instruction in it by other in- 
terested university schools (etc.), to the same extent. The latter in- 
clude schools of agriculture, medicine, pharmacy, public health, and 
business administration; departments of nutrition, food technology, 
home economics, pharmacology, and bio-chemistry; and institutes of 
food research and law-science. This is likewise an original and unique 
program of great value. For it relates to a law of fundamental economic 
and social importance, which manifestly invites due university instruc- 
tion therein. But the fact is that the university law schools have pre- 
viously given no instruction in the food law, either at all or except toa 
minor incidental extent in a general course of trade regulation law 
(for example) ; and that the other interested university schools (etc.) 
have likewise disregarded it, as a rule subject to certain exceptions 
that are largely inadequate. The significance of such university in- 
struction in the food law is made clear by saying that it is directed 
(a) to create a due national understanding of this law, which is lack- 
ing; (b) to educate the professions dealing with it, which is required ; 
(c) to train competent legal experts in it and competent university 
teachers of it, who are needed; and (d) above all else to develop sound 
future leaders in it, who are essential for its constructive operation and 
progress in the general interest. 


The Institute has divided this educational program into two inte- 
grated parts. The first part is a major food law program at the New 
York University Law School, which is designed to be a national center 
of postgraduate law school instruction in this law. The second part 
is a supplemental national program, which is designed to provide fur- 
ther and mostly undergraduate instruction in this law at additional 
university law schools; and appropriate instruction in it at other in- 
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terested university schools (etc.), on either an undergraduate or a 
postgraduate level as the case may be. 

The NYU program has been duly organized and is now in full 
operation; whereas the supplemental national program is now being 


progressively developed. 

THE NYU EDUCATIONAL PROGRAM: The New York University Law 
School was selected by the Institute for its major food law program 
establishing a national center of postgraduate law school instruction 
in this law, for several reasons. They are: it has the largest and a 
well organized postgraduate law school; it is located in a central food 
law area; it has ideal quarters in its new law center; and it is sympa- 
thetic toward such a program. This is the first food law program in 
any law school; and therefore it is a pioneer advance in specialized 
legal education. The Institute underwrites its cost, which (as already 
noted) has averaged about $22,000 a year and will hereafter increase. 

I have charge of this program, as a professor of law serving with- 
out compensation on a part-time basis. The curriculum for it includes 
a course on the major Federal Food, Drug, and Cosmetic Act, a semi- 
nar on basic food law problems (in which the students write research 
papers, for discussion), and a research course on an important phase 
of the food law. Its policy is to provide the most authoritative in- 
struction in the food law, by the best experts on it. This policy is 
accomplished through associated lectures by the highest food law 
officials of the United States, Canada and the United Kingdom and by 
the leading food law attorneys in this country, on a coordinated basis. 
They have all willingly cooperated here, as a public service and at a 
personal sacrifice. The Institute is greatly indebted to each of them; 
and it is especially indebted to William W. Goodrich (principal at- 
torney in the United States Food and Drug Administration) and 
Vincent A. Kleinfeld (food law attorney of the United States Depart- 
ment of Justice). For they jointly provided most of the instruction 
in the above major Act, during the past year; and they will continue 
to do so in an even greater degree, next year. 

The students in this program include two distinctive groups. The 
first group consists of government attorneys, attorneys for food and 
drug corporations, and interested practicing attorneys. The members 
of this group have numbered about 30, each year. All of them have 
voluntarily registered for this program and paid its fees; and many of 
them have used it to obtain a master of laws degree. Consequently it 
is a serious group of practicing lawyers, who take this program in order 
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to learn the food law for its professional use ; and some of them occupy 
a high legal place in the food and drug industries. 


The second group consists of selected and paid fellows, whose 
number is normally limited to five for a placement reason. They are 
recent graduates of law schools throughout the country; and each re- 
ceives a supporting grant, which rises to over $3,000. Such fellows 
are the core of this program, in its fundamental conception. For they 
are carefully selected on the basis of their qualifications in personality 
and scholarship; they are thus trained to become expert practitioners 
or university teachers of this law; and it is intended that they will 
significantly provide due future leadership therein. Each is required 
to take supplemental courses in basic jurisprudence and the trade regu- 
lation law (etc.); each is a candidate for a master of laws degree; and 
most go on to take a doctor of juridical science degree, with the support 
of an additional fellowship grant. Last year the fellows were graduates 
of the law schools at Alabama, Georgia, New York, South Carolina, 
and Utah Universities. This year they were graduates of the law 
schools at Michigan, Minnesota, New York, Rutgers, and Stanford 
Universities. Next year they will be graduates of the law schools 
at Alabama, Illinois, Miami (Florida), and Stanford Universities, with 
one more remaining to be chosen. Hence the fellows are a truly na- 
tional group and they make this NYU program a real national center 
of postgraduate law school instruction in the food law. But what is 
far more important, they are an able group of legal scholars who have 
dedicated their professional lives to a constructive development of this 
law as a public service. And, as I have said before, if the Institute did 
nothing more than to underwrite their postgraduate training in this 
great law for that essential service, it would measurably justify its ex- 
istence. I should add here: one fellowship in this program has been 
named in memory of the late John S. Prescott, formerly counsel for 
the General Foods Corporation, to commemorate his important part 
in organizing The Food Law Institute, Inc.; and another fellowship 
has been named in honor of the American Pharmaceutical Manufac- 
turers’ Association, which has made an annual grant of $2,500 to the 
Institute for it. The former fellowship will be allotted to a student 
who is especially interested in the food law, as such; whereas the 
latter fellowship will be allotted to a student who is especially inter- 
ested in the drug law, as such. 

The NYU food law program has proven to be a commensurate 
success, in itself and because of its practical results. They are indi- 
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cated by the following statement. In the first place, members of the 
seminar wrote significant research papers on the food law which 
have been or will be published in the Foop Druc Cosmetic Law 
JourNnaL. In the second place, one of the first-year fellows has become 
an assistant professor of law at Emory University where he success- 
fully instituted the first undergraduate law school instruction in the 
food law; and another has become an assistant professor of law at 
South Carolina University where he will also teach this law. In the 
third place, one of the second-year fellows will become an assistant 
professor of law at Stanford University where he will give the first 
undergraduate food law instruction on the Pacific Coast; another will 
become an instructor in law at New York University where he will 
assist me in its food law program; and a third will (we hope) lecture 
on this law at the law school of Minnesota University. It follows 
that of the original fellows in this program five will thus give food law 
instruction at university law schools. As to the remaining fellows, 
three have been or will be inducted into military service and two have 
entered the practice of law. Moreover several lawyers who were vol- 
untary members of this NYU program have expressed a desire to 
engage in food law instruction at a university law school. This student 
interest in such instruction is naturally caused by the basic need for it. 


NATIONAL EDUCATIONAL PROGRAM: We have seen that it is a 
program of supplemental food law instruction by additional university 
law schools and other interested university schools (etc.). This is a 
broad program and the Institute is progressively developing it, through 
an effective policy. It is first to train competent university teachers 
of the food law in the NYU program, as previously explained. It is 
next to promote due university instruction in the food law by intro- 
ductory lectures on it, which create the necessary university interest 
in this law and stimulate appropriate instruction therein. And it is 
finally to cooperate with universities in organizing and providing such 
instruction in the food law. 


In the first year I delivered introductory lectures at the law schools 
of California, Minnesota, Southern California, and Stanford Universi 
ties; at the public health and business administration schools of Har 
vard University ; and at a distinguished meeting of McGill University, 
designed to promote similar food law instruction by Canadian uni 
versities. Mr. Robbins joined in the lecture at the business adminis 
tration school of Harvard University; Mr. Mintener joined in the 
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lectures at the law schools of Minnesota, California and Southern Cali- 
fornia Universities; and Mr. Curran joined in the lecture at McGill 
University. In addition, Mr. Goodrich delivered two lectures at the 
law school of George Washington University. This year I delivered 
such lectures at the law schools of Duke, Illinois, North Carolina, 
Northwestern, Tulane, and Washington Universities; and I also de- 
livered lectures on the food law at the law schools of Emory and Stan- 
ford Universities. For next year I am now scheduled to deliver in- 
troductory or continuing lectures on this law at the law schools of 
Pittsburgh, Rutgers, South Carolina, Southern California, Stanford, 
and Virginia Universities, in addition to other aforesaid law schools; 
at the public health schools of Harvard, Johns Hopkins, North Caro- 
lina and Pittsburgh Universities ; at the business administration schools 
of Harvard and Stanford Universities; and at the pharmacy schools of 
California and Georgia Universities. Moreover Mr. Goodrich has 
scheduled further lectures at the law school of George Washington 
University. This list of future university lectures on the food law is 
a partial one, which will be duly expanded; and others will join in 
them. Dr. Dunbar has been invited to be one of these associated 
lecturers. 


Consequently the Institute has thus made a good start in this pro- 
gram, during the past two years; and its success is demonstrated by 
the important results already achieved. They are (inter alia): (a) 
Five of the original fellows in its NYU program have or will become 
food law teachers in the law school of Emory, Minnesota, New York, 
South Carolina, and Stanford Universities, as previously stated. (b) 
Its introductory lectures on the food law at university law and other 
schools have accomplished their basic educational purpose. For they 
each invited a representative university audience, which also included 
interested local officials and attorneys in numerous instances; they 
each created new university interest in the food law; and they each 
stimulated university consideration of significant instruction in this 
law. (c) Several university law schools have already organized plans 
for systematic food law instruction, in cooperation with the Institute. 
For example: last year the law school at Emory University established 


the first plan of undergraduate law school instruction in the food law, 
provided by Assistant Professor Thomas W. Christopher who was an 
NYU fellow; and next year it will also give postgraduate instruction 
in this law for interested Atlanta attorneys, provided by him. Next 
year the law school at Stanford University will inaugurate the first 
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plan of undergraduate law school instruction in the food law on the 
Pacific Coast, provided by Assistant Professor Wayne D. Hudson who 
was also an NYU fellow. Next year the law school at Southern Cali 
fornia University will inaugurate a plan of postgraduate instruction in 
the food law for Los Angeles attorneys, provided by Arthur A. Dicker- 
man who is local attorney for the United States Food and Drug Ad 
ministration. (d) Additional university law and other schools are 
now investigating plans of food law instruction, in cooperation with 


the Institute. 








Philosophers v. FTC 


An altogether unsuspected concern over metaphysical con- 
cepts by a cigarette manufacturer came to light in a recent Federal 
Trade Commission cease-and-desist order. 

Prohibited by the Commission from*claiming that their ciga- 
rettes contain less nicotine and acid than other leading brands, 
the company stated that it was a highly dangerous situation to 
allow a commission to decide for the public what is and what is 
not significant in advertisers’ claims. 

Placed alongside the findings of the Commission, this protest 
sounds a little strange. Stated the FTC: “Of 440 of 1,184 per- 
sons claimed by the respondent to be exclusive smokers of 
[brand name] cigarettes, approximately 50 did not smoke ciga- 
rettes at all. More than 100 of the 440 witnesses did not smoke 


.. [brand name] exclusively, and a number of them smoked 


other brands exclusively.” 

The Commission further found “no significant difference” in 
the amount of nicotine, acid and throat irritants contained in the 
leading brands of cigarettes. 

In the light of such evidence, insistence that the “people” 
should decide “what truths may be advertised and what truths 
may be suppressed,” resembles closely those old tinkling cymbals 
and sounding brass. FTC Dkt. 4827, The Commonweal, July 13, 
1951. 
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sage would probably have “as much or 
more effect” on complexion as would 
an estrogen. 

In to what the FDA 
could do about banning such cosmetics, 
Chief Counsel Vincent A. Kleinfeld 
told the committee the Administration 


discussion as 


must prove in a seizure action that the 
substance dangerous or deleterious 
to health. There is not positive evi- 
dence to substantiate the danger, said 
the Chief Counsel, and the FDA can- 
not base its case on “reasonable doubt.” 
Drug Trade News, June 25, 1951. 


is 





In the Food and Drug 


Diabetes Victims Warned. — The 
1,000,000 known diabetics of the United 
States are warned that a diabetic remedy 
being mailed from Mexico is worthless 
and extremely dangerous if employed 
as a substitute for insulin. 

The Administration, with the cooper- 
ation of customs and postal authorities, 
has been able to prevent delivery of 
about 20 individual packages of the 
advertised and labeled as 
Composita, Mexican Indian 
It is being offered by “Mexican 


” 


nostrum, 
“Cacalia 
Root.” 
Indian Root Company, Mexico City. 
Circulars give the name of “Dr. Miguel 
C. Martinez, general manager.” 

Advertisements for the remedy have 
been up in newspapers and 
magazines throughout the country. 
Cities where the ads are known to have 
been published are: San Francisco and 
Sacramento, New York, Cincinnati, 
Detroit, Pittsburgh, Philadelphia and 
Uniontown, Pennsylvania, and Bridge- 
port, Connecticut. 


showing 


Prescription Unnecessary.—The Ad- 
ministration has made no objection to 
the over-the-counter sale of ephedrine- 
barbiturate combinations containing in 
each dosage unit approximately three 
eighths of a grain of ephedrine and 
one-eighth to one-fourth grain of pheno- 


barbital or other barbiturate if the 
labeling states the proper dosage limi- 
tations and warnings against misuse. 


Administration 


There are on the market now a number 
of ephedrine-barbiturate combinations 
that comply with this standard. While 
the FDA has made no official “ruling” 
on the subject, it does not object to 
such labeling, provided it carries ap- 
propriate warnings against misuse. Letter 
from the Food and Drug Administration 
to Commerce Clearing House, Inc., 
June 15, 1951. 


Advise on Allergy.—Expert medical 
advice in the field of allergy will now 
be available to the Food and Drug 
Administration through a new liaison 
committee of the American Academy 
of Allergy, it has been announced by 
Dr. Erwin E. Nelson, FDA Medical 
Director. 

The committee of several 
representing the leading medical special- 
ties. Groups of a similar nature to co- 
operate with the Food and Drug Ad- 
ministration have been designated by 
the American Academy of Pediatrics, 
the American Congress of Physical 
Medicine, the American Diabetes As- 
sociation and the American Rheumatism 
Association. 


is one 


These committees assist the Adminis- 
tration in its task of protecting public 
health and welfare by supplying the 
latest in medical knowledge concerning 
the value and safety of drugs, cosmetics 
and devices. Though medical specialists 
have been cooperating with the FDA in 
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its work for many years, the con- 
sultant organization is a recent de- 
velopment. 

Chairman of the new allergy com- 
mittee is Dr. Leo H. Criep, Pittsburgh, 
associate professor of medicine at the 
University of Pittsburgh, consultant in 
allergy of the Pittsburgh Diagnostic 
Clinic, and author of Essentials of Al- 
lergy. 

By Any Other Name.—An acceptable 
designation for a species of rock fish 
or rose fish now being marketed by 
fisheries of the Pacific Northwest will 
be “Pacific Ocean Perch,” according 
to a recent release from the FDA. 


The name will serve to distinguish 
frozen fillets of the Pacific Coast fish 
from a similar, but different, variety 
advertised and marketed by New Eng- 
land fisheries under the name of “Ocean 
Perch.” 

With this announcement came the news 
that the court action involving the 
West Coast product has been termi- 
nated with the understanding that the 
“Pacific” designation will be used in 
future labeling. 

It has been pointed out by the Ad- 
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ministration’s Associate Commissioner, 
John L. Harvey, that the correct label- 
ing of fish sometimes presents difficult 
scientific and commercial questions. 
Atlantic fishermen object when Pacific 
competitors apply a name they have 
popularized to a completely different 
variety of fish. 

The Act requires foods to be desig- 
nated by their “common or usual names,” 
but thousand of varities of fish are 
known only by their scientific names, 
and when one of these is marketed 
commercially it becomes necessary to 
adopt a common name. 

Experts on the subject came to the 
Administration’s aid while it was seek- 
ing settlement of the question. Lead- 
ing ichthyologists were generally in 
agreement that the Atlantic and Pacific 
fish are in the same family, but not the 
same species. Some ichthyologists re- 
gard the Pacific fish as Sebastodes 
alutus, while others were less certain 
and expressed belief that it may be of a 
species as yet unclassified. It is similar 
to, but not identical to, Sebastes marinus, 
the classification assigned by some 
scientists to the “Ocean Perch” taken 
off New England. 








In the Federal Trade Commission 


Hair, Hair!—In accordance with its 
policy of encouraging law observance 
through cooperation in certain types of 
cases where there has been no intent to 
defraud or mislead, the Commission has 
issued Supplemental Stipulation 8137 to 
the Amanda-L Company of Chicago. 


Copartners Alvin Eugene Boler and 
Amanda L. Boler entered into stipu- 
lation with the Commissioner to stop 
representing that Amanda-L Guaran- 
teed Double Strength Hair Aid and 
Amanda-L Temple Salve have anti- 
septic, antibacterial or germ-killing 
properties. 

The stipulation also calls for the 
discontinuance of claims that the Double 
Strength Hair Aid rejuvenates the hair 
or relieves itchy scalp. A further pro- 


vision insists that representations also 
cease that the Amanda-L correspond- 
ence course includes a course of study 
in hair growing. 

This stipulation is supplemental t 
Stipulation 7537, approved by the Com- 
mission in November, 1946, under the 
terms of which other representations con 
cerning preparations for the hair wer 
prevented. FTC Stipulation 8137, re- 
leased June 1, 1951. 


No Aid to Listlessness.—Advertisir 
claims representing that Boncquet 
Tablets are of any therapeutic value in 
the treatment of borderline anemia, 
nutritional anemia or secondary anemia; 
that the yeast, liver concentrate or red 
bone marrow in the product are of 
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any value in the treatment of anemia; 
and that anemia is more prevalent than 
is actually the case will cease. 
Stipulation 8139, signed by corporate 
officers and a principal stockholder of 
Boncquet Laboratories, Inc., Glendale, 
California, states also that other repre- 
sentations must be qualified. In addi- 
tion it requires the discontinuance of 
claims that the product is effective in 
the treatment of anemia “unless clearly 
limited to iron deficiency anemia caused 
by a deficiency of iron in the diet.” 


Similarly, the product may not be 


unqualifiedly represented as being ef- 
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fective in the treatment of listlessness, 
a dragged-out feeling, weakness, tired- 
ness, depression, an “all-in feeling,” lack 
of ambition, lack of energy, lack of 
vitality, premenstrual distress and pallor, 
nervousness, lack of appetite or restless 
sleep, or as a means of increasing the 
hemoglobin content of the blood, im- 
proving the red blood cell count or 
otherwise building better blood. These 
representations also must be “clearly 
limited to cases resulting from iron de- 
ficiency anemia caused by a deficiency 
of iron in the diet.” FTC Stipulation 
8139, released May 31, 1951. 








In the Courts 


Some Schwegmann Reverberations. 
—The Minnesota Supreme Court has 
declared the nonsigner provision of 
that state’s fair trade act—substantially 
identical to the Louisiana clause in- 
volved in Schwegmann—invalid and in- 
operative insofar as it purports to 
authorize the enforcement of minimum 
fair-trade resale prices against anyone 
who is not a party to the contract es- 
tablishing these prices. In Calvert Dis- 
tillers Corporation, et al. v. Rose Snyder 
Sachs, d. b. a. Snyder’s Cut Rate Drug 
Store (CCH TrapeE REGULATIONS RE- 
PORTS § 62,862 (Minn. S. Ct., June 8, 
1951)), the court reversed the order 
of the trial court overruling the de- 
fendant’s demurrer, stating that in the 
light of the Schwegmann case, the de- 
fendant, a retailer who was advertising 
and offering for sale alcoholic bever- 
ages at less than the minimum prices 
established by certain fair-trade agree- 
ments, was in the right as she was not 
a party to such agreements. 

The court quoted sections of the 
supe Court’s decision and stated 

lat: “Pursuant to Schwegmann 
Br thers v. Calvert Distillers Corp., .. . 
the United States Supreme Court has 
construed the Miller-Tydings Act— 
and its construction of a federal act is 
binding upon this court—as amending 
the Sherman Anti-Trust Act... only 


to the limited extent of validating, as 
between the actual parties to a fair- trade 
contract authorized by state law, the 
fixing of minimum fair trade intrastate 
resale prices, without, however, au- 
thorizing the enforcement of such 
minimum resale prices against any per- 
son who is not a party to such contract. 
It follows that {the Minnesota 
nonsigner clause] is invalid and in- 
operative insofar as it purports to au- 
thorize [such enforcement].” 
(Italics supplied.) 

In New York, the Schwegmann 
doctrine has been held to be of no 
benefit to a dealer which, though of 
itself did not enter into a fair-trade 
contract, is the surviving corporation 
of a merger with a company which 
took over the business of a predecessor 
by a secret dissolution and incorpora- 
tion when the predecessor was a signer 
of a fair-trade contract. In the same 
case the court held that the interstate 
character of the commerce involved in 
the sales transaction—which ordinarily 
would invoke the Schwegmann doctrine 
—is therefore no defense to it, since its 
obligation is based on contract and not 
on the nonsigner provisions of state law. 

The Supreme Court of New York 
County stated, among other things, on 
June 26, that as the “legislative policy 
enunciated by the Feld-Crawford [fair- 
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trade] Act in this state has not been re- 
pealed,” the court “is constrained to hold 
that any inequality ... [freedom of non- 
signers to cut plaintiff’s prices and the 
compelling of the defendant to adhere to 
fixed price schedules] must, nevertheless, 
be enforced until such legislative edict is 
amended or repealed.”—Emerson Radio 
& Phonograph Corporation v. Standard 
Appliances, Inc.. CCH TRave REGULA- 
TION Reports § 62,870 (S. Ct. New 
York County, Special Term, Part IX). 

The held on 12 
that fair-trade is 
sold was 


same court June 
even though a item 
the same state it manu- 
factured in, and sold by a nonsigner, 
the Schwegmann interpretation of the 
Miller-Tydings Amendment may still 
mean the fair-trade price cannot be en- 
forced against the nonsigner. 

In Bulova Watch Company, Inc. v. 
S. Klein On The Square, Inc. (CCH 
TRADE REGULATION REportTs § 62,854 (S. 
Ct. New York County, Special Term, 


in 
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Part III)) the court said that although 
the item itself never went outside the 
state, thus not the stream ot 
interstate commerce, that there is still 
the possibility that the intrastate trans- 
action had an effect on interstate com 
there 


entering 


merce, particularly where are 
competitor sellers just across the state 
line. 

On the other hand, it held in 
the Supreme Court of Queens County 
in New York that a showing that an 
article was manufactured, sold to th 
retailer and sold by the retailer in his 
stores—all within the same state—was 
sufficient to temporary ré¢ 
straining order prohibiting price reduc 
tion, even though the time 
the same manufacturer may be 
involved in interstate commerce.- 
Rothbaum v. R. H. Macy & ( 
Inc., CCH Travde REGULATION 
7 62,855 (S. Ct., Queens County, 
York, Special Term, Part I) 


Was 


permit a 
at same 
also 


ompan \ 
REPORT 


New 





History of Food and Drug Officials’ Meetings 


From 1897 to 1951.—Of historic interest is this listing of past meetings o! 
Association of Food and Drug Officials of the United States: 


the 
Meeting Place 
Detroit, Michigan, Cadillac 
Hotel 
Harrisburg, Pennsylvania, 
Supreme Court Room 
Chicago, Illinois, Palmer 
House 
Milwaukee, Wisconsin, 
Pfister Hotel 
Buffalo, New York (lIro- 
quois Hotel?) 
Portland, Oregon, Lockley 
Hall 
St. Paul, Minnesota. Ryan 
Hotel 
St. Louis, Missouri, Louis- 
iana Purchase Exposi- 
tion 
Portland, Oregon. L. C. 
Exp. Amer. Inn. 
Hartford, Connecticut, Ho- 
tel Garde 


October 18-21, 1898 
October 18-19, 1899 
November 20-22, 1900 
October 15-17, 1901 
July 9-14, 1902 

July 21-24, 1903 


September 26- 
October 1, 1904 


July 10-15, 1905 


July 17-20, 1906 


Date 
August 25-27, 1897 Jos 


President 


E Ohi 


Blackburn, 


Jos. E. Ohio 


Blackburn, 

Jos. E. Blackburn, Ohi: 

Levi Wells (1), 
Pennsylvania 

Alfred H. Jones, Illinois 

Alfred H. Jones, Illinois 

J. W. Bailey, Oregon 

J. W. Bailey, Oregon 

W. W. P. McConnell, 


Minnesota 
J. B. Nobel, Connecticut 
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Meeting Place 
Sewalls Point, Norfolk, 
Virginia, Inside Inn 
Mackinac Island, Michi- 
gan, Grand Hotel 
Denver, Colorado, Brown 
Palace Hotel 
Orleans, Louisiana, 
Hotel Grunewald 
Duluth, Minnesota, Com- 
mercial Club 
Seattle, Washington, Bagley 
Hall, University of 
Washington 
Mobile, Alabama, Battle 
House Auditorium 
Portland, Maine City Hall 
3erkeley, California, Hotel 
Claremont 
Detroit, Michigan, 
Statler 
Atlantic City, New Jersey, 
Breakers Hotel 
Chicago, Illinois, Congress 
Hotel 
New York, New York, 
Commodore Hotel 
St. Louis, Missouri, Hotel 
Jefferson 
Miami, Florida, 
Urmey 
Kansas City, Missouri, 
Hotel Baltimore 
Duluth, Minnesota, Spald- 
ing Hotel 
Chattanooga, Tennessee, 
Signal Mountain Hotel 
Denver, Colorado, Brown 
Palace Hotel 
Washington, District of 
Columbia, Willard 
Hotel 
West faden Springs, 
Indiana West Baden 
Springs Hotel 
Hartford, Connecticut, 
Bond Hotel 
Lincoln, Nebraska, Corn- 
husker Hotel 
New Orleans, Louisiana, 
Roosevelt Hotel 
West 3aden == Springs, 
Indiana, West Baden 
Springs Hotel 


New 


Hotel 


Hotel 


Date 
July 16-19, 1907 


August 4-7, 1908 

August 24-27, 1909 

November 29- 
December 2, 1910 


August 21-24, 1911 


July 9-12, 1912 


June 16-20, 1913 


July 13-18, 1914 
August 2-5, 1915 


August 7-11, 1916 
July 31- 

August 3, 1917 
August 27-30, 1918 
September 8-13, 1919 
October 5-7, 1920 
November 8-11, 1921 
October 3-6, 1922 
August 14-17, 1923 
August 26-29, 1924 
July 28-31, 1925 


October 19-22, 1926 


October 11-14, 1927 


September 11-14, 1928 


September 23-26, 1929 
November 11-14, 1930 


September 1-4, 1931 
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President 
Horace Ankeney (2), 
( Jhio 
E. F. Ladd, North Dakota 


J. Q. Emery, Wisconsin 


George L. Flanders, 
New York 

George L. Flanders, 
New York 

Lucius P. Brown, 
Tennessee 


L. Davies, Washington 


Jas. H. Wallis, Idaho 
S. J. Crumbine, Kansas 


W. B. Barney, Iowa 
J. J. Farrel, Minnesota 


James Foust, 
Pennsylvania 
B. L. Purcell, Virginia 


Guy G. Frary, South 
Dakota 

Carl L. Alsberg (3), 
District of Columbia 

RE Rose, Florida 


I. L. Miller, Indiana 
A. M. G. Soule, Maine 
A. D. Sibbald, Minnesota 


Thomas Holt, 
Connecticut 


A. R. Smith (4), 
Wyoming 


Jas. W. Kellogg, 
Pennsylvania 
Kenneth F. Fee, 
New York 
L. E. Walter, Wyoming 


W. M. Allen (5), North 
Carolina 
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Meeting Place 
36 Cincinnati, Ohio, 
Gibson 
37 Milwaukee, Hotel Pfister 
38 Atlanta, Georgia, Henry 
Grady Hotel 
39 Milwaukee, Wisconsin, 
Milwaukee Auditorium 
40 Coral Gables, Florida, 
Miami Biltmore 
Washington, D. C., Raleigh 
Hotel 
Chicago, Illinois, Palmer 
House 
Hartford, Connecticut, 
Bond Hotel 
New Orleans, Louisiana, 
Jung Hotel 
St. Paul, Minnesota, St. 
Paul Hotel 
New York, New York, 
Hotel Pennsylvania 
Denver, Colorado, Cos- 
mopolitan Hotel 
St. Louis, Missouri, Hotel 
Coronado 
Buffalo, New York, Hotel 
Statler 
Atlanta, Georgia, 
Biltmore 
Carlsbad, New Mexico, 
Crawford Hotel 
Portland, Maine, Lafayette 
Hotel 
Chicago, Illinois, 
LaSalle 
Galveston, Texas, 
3uccaneer Hotel 
Philadelphia, Pennsylvania, 
Adelphia Hotel 


Hotel 


Hotel 


Hotel 


Secretary-Treasurer 
1897-1899 Elliott O. Grosvenor, Michigan 
1900 Andrew S. Mitchell, 

Wisconsin 

1901 John B. Noble, Connecticut 
1902-1909 R. M. Allen, Kentucky 
1910-1915 W. M. Allen, North Carolina 
1916-1919 John B. Newman, Illinois 
1920 Fred L. Woodworth, Michigan 
1921 Cassius L. Clay, Louisiana 
1922 J. R. Kenny, Louisiana 
1923-1938 Wm. C. Geagley, Michigan 


Date 
September 26-30, 1932 


September 5-8, 1933 
October 15-18, 1934 


October 8-11, 1935 
December 7-10, 1936 
October 26-29, 1937 
October 18-21, 1938 
September 26-29, 1939 
October 22-25, 1940 
June 9-13, 1941 
June 1-5, 1942 

May 24-28, 1943 
April 10-13, 1944 
June 5-8, 1945 

June 3-6, 1946 

June 16-20, 1947 
June 14-18, 1948 
June 20-24, 1949 
June 11-15, 1950 


May 21-25, 1951 
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President 

R. O. Baird, North 
Dakota 

E. G. LeMay (6), Texas 

Cassius L. Clay, 
Lousiana 

Henry Hoffman, Jr., 
Minnesota 

Geo. H. Marsh, Alabama 


Harry Klueter, 
Wisconsin 
J. J. Taylor, Florida 


Milton P. Duffy, 
California 

Edwin G. Woodward, 
Connecticut 

W. A. Queen, North 
Carolina 

C. R. Plumb, New York 


Sarah Vance Dugan, 
Kentucky 

Herman C. Lythgoe, 
Massachusetts 

Jacob W. Forbes, 
Louisiana 

J. C. Schnieder, Indiana 


C. Reynolds Clark, 
Georgia 

V. L. Fuqua (7), 
Tennessee 

Zean Gassman, Illinois 


Wm. Reindollar, 
Maryland 

Ernest Constable, 
North Carolina 


1939-1941 Geo. H. Marsh, Alabama 
1942-1944 J. S. Schneider, Indiana 
1945 Evan Wright, Kansas 


Acting President 
1900 Geo. L. Flanders (1), New York 
1907 E. Ladd (2), North Dakota 
1921 R. Rose (3), Florida 
1927 I. L. Miller (4), Indiana 
1931 H. E. Wiedemann (5), Missour 
1933 Harry Klueter (6), Wisconsin 
1948 Zean Gassman (7), Illinois 


F. 
E. 





Other Helpful, Informative 
CCH Magazines 


TAXES—The Tax Magazine 


This magazine is published to promote sound thought in 
economic, legal, and accounting principles related to all 
federal and state taxation. . . . To this end it contains 
signed articles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and admin- 
istrative rulings relating to tax laws, and other tax in- 
formation, book reviews, etc. . . . The editorial policy 
is to allow frank discussion of tax issues. Subscription Recent Tax Topics: 
rate—$6 for 12 monthly issues. Write for sample copy. 


Refund suits 

Section 45 

Alimony trusts 

Oil and gas lease taxes 
Excess profits tax 
Estate planning 
Voluntary disclosures 
Involuntary conversions 
Tax advantages of gifts 


we - ~ 








Labor Law Journal 


Specifically designed and edited to promote sound think- 
ing on labor law problems, the Labor Law Journal presents 
timely articles concerned with the intimate and complex 
relationship of Law, Labor, Government, Management, 
and Union. Each month, the Journal brings you the serious 
thinking, the reasoned conclusions, the viewpoints, and 
In Recent Articles: attitudes of leaders of thought and action—on significant, 
Escalator clauses pivotal labor law problems. Speciaiists in the field treat 
* see ty currently troublesome phases of labor law in factual, 
Consumers’ price index hard-hitting articles. No punches are pulled—nothing is 
ace nagar ‘‘slanted."’ Issued monthly; subscription rate—$6 a year. 
Contract disputes Sample copy on request. 
Non-Communist afhdavit 
Bargaining in good faith 


Insurance Law Journal 


Month after month, this helpful magazine presents timely 
articles on pertinent subjects of insurance law, digests of 
recent decisions, comments on pending legislation, rulings 
of state commissioners and attorneys general, and other 
features reflecting the changing scene of insurance law. 
The Journal is edited exclusively for insurance law men, 
by insurance law men. Emphasis is on the insurance law 
fields of Life, Health and Accident, Fire and Casualty, 
Automobile, and Negligence. Issued monthly; subscrip- 
tion -ate—$10 a year, including a handsome binder for 
Pern anent filing of each monthly issue for a year. Send Recent Issues Discussed: 
for « sample copy. Dram shop legislation 


Excess liability 
Unlicensed insurers 
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P BLISHERS OF TOPICAL LAW REPORTS 


2)'4 N. MICHIGAN AVE., CHICAGO 1, ILL. 


Misstatement of age 
Subrogation 
Comparative negligence 
Obligation to defend 
Selling the agency 
Synchronous death 


When requesting sample copies, please address JFV7 LumumsA A 








